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GENERAL PURPOSE OF THE SSCP

The present Summary of Safety and Clinical Performance (SSCP) is intended to provide public access to an
updated summary of clinical data and other information about the safety and clinical performance of the
Guided Growth Plate Systems (GGPS hereinafter, internal reference technical file DMF-13)*.

The SSCP is not intended to:

- Give general advice on the diagnosis or treatment of particular medical condition, nor
- replace the Instructions For Use (IFU) leaflet as the main document that will be provided to ensure
the safe use of the GGPS, nor

- replace the mandatory information in any other mandatory documents.
The present SSCP consists of two parts:

1. the first part is intended for users/healthcare professionals, while

2. the second part is intended for patients.

Both parts shall be written in a way that are clear for the final recipients.

* Note:

The Guided Growth Plate Systems is a family of two equivalent devices (separately CE-marked,
manufactured, owned and sold by Orthofix Srl), namely:

- the Guided Growth System (GGS hereinafter) and
- its new generation Guided Growth Plate System Plus (GGPSP hereinafter).
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PART |: SSCP FOR INTENDED USERS/HEALTHCARE PROFESSIONALS

1. DEVICE IDENTIFICATION AND GENERAL INFORMATION

1.1. Device trade name(s)
Guided Growth Plate Systems

Note:
The GGPS family of products includes the following device trade names:

- eight-Plate Guided Growth System 8eight—Plate

Guidded Growth System

- eight-Plate Guided Growth System + 8eight—P|ate‘8’

Guided Growth System

1.2. Manufacturer

Name: Orthofix Srl HOORTHOFIX'
Address:  Via delle Nazioni 9 — 37012 Bussolengo (VR) Italy Orthofix Stl

Via delle Nazioni 9 - 37012 Bussolengo (VR) Italy
Tel. 0039 (0) 45 6719000 - Fax 0039 (0) 45 6719380

1.3. Manufacturer single registration number (SRN)
Not yet available (it will be provided after EUDAMED implementation).

1.4. Basic UDI-DI
BASIC UDI-DI: 805050436ImpPlates2bNAC6W

1.5. Medical device nomenclature description / text
CND Classification: P09120503 — OSTEOSYNTHESIS SCREW-PLATE SYSTEMS

1.6. Class of device
b
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1.7. Year when the first certificate (CE) was issued covering the device

GGPS is covered by the CE certificates under MDD 93/42/EEC of the two devices belonging to GGPS family
that were separately CE-marked for the first time in:

. . . CE Certificate (MDD
System First certificate in 93/42/EEC)
Guided Growth System June 2008 G106 11 52763 004
g/‘fea' Growth Plate System | /- 2017 G1 14 03 52763 015

1.8. Authorised representative
Not applicable (Orthofix Srl is based in the European Union Economic Area).

1.9. NB that will validate the SSCP
Name: TUV SUD Product Service GmbH
ID number: 0123
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INTENDED PURPOSE OF THE DEVICE

2.1. Intended purpose
The Guided Growth Plate Systems are plates intended to provide bone fixation.

2.2. Indication(s) and target population(s)
Indications for use
The GGPS are indicated for gradually correcting deformities of long bones in growing children. Specific
acquired or congenital patterns of bone deformity for which the device will be indicated include:
- valgus, varus or flexion, extension deformities of the knee (femur and/or tibia);
- valgus, varus, or plantar flexion deformities of the ankle;

Target population
The GGPS are intended for pediatric patients with open physis (growing children).

2.3. Contraindications and/or limitations
Contraindications:
DO NOT USE the GGPS if a surgical candidate exhibits or is predisposed to any of the following
contraindications:
- for adult deformities (skeletal maturity precludes further growth);
- where the growth plate has closed due to trauma or infection since further growth is precluded.

Limitations:

MRI Safety Information: the GGPS has not been evaluated for safety and compatibility in the MR
environment. It has not been tested for heating, migration, or image artefact in the MR environment.
The safety of the guided growth plate system plus in the MR environment is unknown. Scanning a patient
who has this device may result in patient injury.
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3. DEVICE DESCRIPTION

3.1. Description of the device
The GGPS consist of different sizes of eight-Plate and quad-Plate designed to accept cannulated or solid
screws available in a variety of sizes. Plates and screws are available in sterile or non-sterile configuration.
The device is designed for the gradual correction of pediatric congenital as well as acquired bone
deformities in the lower extremities, provided that the physis (growth plates) are not fused.
The plates feature a contoured waist and low profile for pediatric usage. There is a center hole in the
plates for a temporary guide pin to be implanted to aid application and removal of the plate. The plates
are fixed to the bone over the growth plate by screws. These screws are not locked to the plate, but rather
are allowed to swivel and diverge in their position as bone growth occurs. The implant acts like a flexible
hinge, permitting growth at the growth plate to gradually straighten the limb.
Application and removal of the GGPS can be performed with Orthofix general Orthopaedic
instrumentation.
According to the State-of-the-Art, hemiepiphysiodesis and epiphysiodesis are surgical techniques used to
gradually correct angular limb deformities or leg-length discrepancies in skeletally immature patients.
These surgical techniques should be the first stage in a step-wise surgical approach to angular or limb
length deformities, and constitute a less invasive alternative to corrective osteotomies and is associated
with less pain, shorter immobilization, decreased cost, and less surgical risk. Temporary guided growth, is
also an alternative to permanent physeal arrest, and, thus, within the step-wise approach, should be the
first surgeon’s choice when attempting correction in open physis.

Data analysed also suggest that temporary hemiepiphysiodesis, by plating or stapling, can be complicated
by premature physeal closure, a rebound period of accelerated growth or hardware migration; however,
complications appear to be lower using the extraperiosteal, 2-hole plate method, and the benefits of such
approaches still outweigh the related risks.
Indeed, overall, these data show that non-permanent hemiepiphyseal and epiphyseal approaches are
much more frequently used than permanent methods, such as osteotomy. This is mainly due to the fact
that osteotomy does not guarantee non-recurrence and, at the same time, it is more invasive compared
with guided growth methods.

From the clinical data, it emerges that treatment with the GGPS lasts approx. 1 year on average. The actual
treatment time will vary, depending on the amount of correction that needs to performed and the age
and residual growth of the patient. When treatment is finished, it is up to the surgeon to decide when to
remove the implants. For patients that still have some residual growth left after treatment is finished, as
the device works as long as the bone is still growing, removal of the implants is advised when treatment
is finished, hence when the desired correction is achieved. Implant removal rate intended as removal of
the implant in an unplanned surgery not due to end of treatment is below 10%.
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3.2. Areference to previous generation(s) or variants, and description of the differences
The Guided Growth Plate System Plus (GGPSP) is the new generation of the Guided Growth System (GGS).

Table 1 reports a summary of the main differences between the two devices.
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Table 1: Summary of the comparison between GGS and GGPSP

GGS GGPSP

PLATES
DIMENSIONAL RANGE | oioht-plate: L 12mm, L 16mm eight-Plate: L 12mm, L 16mm, L 20mm
OF IMPLANTABLE
COMPONENTS quad-Plate: L 16mm, L 22mm quad-Plate: L 16mm, L 22mm
PICTORIAL
REPRESENTATION OF
EIGHT-PLATE
(NOT TO SCALE)
PICTORIAL .
REPRESENTATION OF
QUAD-PLATE S
(NOT TO SCALE)

Both versions of eight- and quad-Plates have a contoured waist and low profile for

pediatric usage.

Both versions have identical design parameters, except for the following:

e Section width that increased in the Plus generation
e Total thickness of the implant profile (plate + screws) that decreases in the

PLATE DESIGN: Plus generation, but it does not affect any strength property of the plates.
COMPARISON The number of fixation points remains unchanged from the first to the Plus
BETWEEN THE FIRST | generation:
AND THE PLUS e thereis acenter hole in the plates for a temporary guide pin to be implanted,
GENERATION

in order to aid application and removal of the plate itself

e eight-Plates are attached to the external surface of the bone, over the growth
plate, by two screws

e quad-Plates are attached to the external surface of the bone, over the growth
plate, by four screws

Stainless Steel: AISI 316L conforming to | Titanium: Ti6Al4V conforming to 1ISO5832

ISO5832 / ASTM F138 / ASTM F136
MATERIAL Titanium: Ti6Al4V conforming to

ISO5832 / ASTM F136
SCREWS
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GGS GGPSP

DIMENSIONAL RANGE
OF IMPLANTABLE
COMPONENTS

@ 4.5mm available in both solid and
@ 4.5mm available in both solid and .
] cannulated version
cannulated version . . . .
@ 3.5mm available in solid version only

PICTORIAL
REPRESENTATION OF
SCREW

(NOT TO SCALE)

PLATE DESIGN:
COMPARISON
BETWEEN THE FIRST
AND THE PLUS

The only screw change design of the Plus generation is related to the low profile: a
smaller screw head, in order to allow it to seat deeper into the plate. Indeed, the
screw of the Plus generation has the same thread and driver feature dimension

GENERATION respect to the first generation.
Stainless Steel: AISI 316L conforming to | Titanium: Ti6Al4V conforming to 1ISO5832
ISO5832 / ASTM F138 / ASTM F136

MATERIAL

Titanium: Ti6Al4V conforming to
ISO5832 / ASTM F136

ASSEMBLY (PLATE AND SCREW)

PICTORIAL
REPRESENTATION OF
THE ASSEMBLY (NOT
TO SCALE) OF THE
FIRST GENERATION

ASSEMBLY DESIGN:
COMPARISON
BETWEEN THE FIRST
AND THE PLUS
GENERATION

The geometrical parameters of the GGPSP head seat are equivalent to the first
generation. Hence, independently from the plate size, the assembly (plate and screw)
of the Plus generation looks equivalent, once implanted, respect to the first
generation, as shown above. Moreover, the same picture shows that the total height
of the system is lower (3.5mm) than the first generation (4.1mm).

This aspect reflects the system configuration at the early post-operative time and it
is related to the pain and patient tolerance: indeed the lower profile potentially is
linked to a better tolerance.
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PICTORIAL
REPRESENTATION OF
THE ASSEMBLY (NOT
TO SCALE) OF THE
PLUS GENERATION

During treatment, when the screws reach the maximum opening angle, the total

ASSEMBLY DESIGN: implant height of the Plus generation is equivalent to the first generation: 4.5mm, as

COMPARISON
shown above.

BETWEEN THE FIRST . . _—

AND THE PLUS As the ROM (Range of Motion) of the GGPSP screws in the plate is higher than the

GENERATION first generation, the time required to reach the maximum angulation is longer: this

potentially allows for a longer treatment period and thus for a greater correction.

3.3. Description of any accessories which are intended to be used in combination with the device

The accessories which enable the GGS to be used in accordance with its intended purpose, as per Article 2
of MDR 2017/745, are listed in Table 2

Table 2 -List of the GGS accessories

CATALOGUE DESCRIPTION DEVICE PRINCIPLE OF USE
NUMBER

DH0454CE GUIDED GROWTH PLATE BENDER A manually-operated device that bends implantable
devices to an appropriate anatomical shape.
DHO0455CE MICRO-RATCHETING HANDLE WITH AO CONNECTOR, A han—held manual device that attaches to an end of a
CANNULATED surgical instrument (e.g. a screwdriver shaft) to allow
the health care professional to perform manipulations
with the instrument.

450336CE GUIDED GROWTH PLATE SYSTEM CADDY EMPTY An empty vessel (or a part of it) providing a suitable
lodgment for devices that shall be sterilized prior to
GP801CE STERI-TRAY, EMPTY, GUIDED GROWTH use on patient, as per manufacturer instructions. The

tray must be wrapped before sterilization with an
approved sterilization wrap or inserted into a rigid
sterilization container in order to prevent
contamination after sterilization.

GP901CE GUIDED GROWTH (STAINLESS STEEL) STERIBOX,
EMPTY
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The accessories which enable the GGPSP to be used in accordance with its intended purpose, as per Article
2 of MDR 2017/745, are listed in Table 3.

Table 3: List of the GGPSP accessories

CATALOGUE DESCRIPTION DEVICE PRINCIPLE OF USE ‘
NUMBER

180015 GUIDED GROWTH PLATE BENDER A manually-operated device that bends implantable
devices to an appropriate anatomical shape.

180990 STERILIZATION BOX EMPTY An empty vessel (or a part of it) providing a suitable
lodgment for devices that shall be sterilized prior to

180991 EIGHT PLATE PLUS CADDY EMPTY use on patient, as per manufacturer instructions. The
tray must be wrapped before sterilization with an

180992 QUAD PLATE PLUS CADDY EMPTY approved sterilization wrap or inserted into a rigid
sterilization container in order to prevent

180993 EXTENDED PLUS LINE CADDY EMPTY I e
contamination after sterilization.

180995 STERILIZATION BOX BASE

180996 STERILIZATION BOX LID

3.4. Description of any other devices and products which are intended to be used in combination with
the device

The instruments for the application or the removal of plates and screws are listed and briefly described

below. A more detailed description of instrument usage during the surgical procedure is reported in the

dedicated Operative Techniques.

List of GGS Instrumentation

CATALOGUE DESCRIPTION DEVICE PRINCIPLE OF USE
NUMBER

GP520CE CANNULATED DRILL BIT D.3.2MM WITH QC A rod with straight, spiralled or contoured flutes
CONNECTOR which function as cutting surfaces designed to open a

99-GP520CE CANNULATED DRILL BIT D3.2MM WITH QUICK bore in the bone for the insertion of various
CONNECT STERILE orthopedic devices. It ca be attached to an handle or a

GP520JP CANNULATED DRILL BIT, EIGHT-PLATE, 3.2MM, QUICK | Power drill for manual or powered rotation.
CONNECT

GP540CE K-WIRE D.1.6MM L.150MM A long thin rod that holds a device in the correct

position.

List of the GGS Reusable Surgical Instruments

‘ CATALOGUE DESCRIPTION DEVICE PRINCIPLE OF USE
NUMBER
DHO0456CE CANNULATED D.3.5MM HEX DRIVER TIP WITH QC
CONNECTOR
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CATALOGUE

NUMBER
GP510CE

GP510JP

DHO0457CE

DH0464CE

GP530CE

GP530JP

DHO0474CE

DESCRIPTION

CANNULATED SCREWDRIVER 3.5MM

SCREWDRIVER, EIGHT PLATE, 3.5MM, CANNULATED,
CE

SCREW SLEEVE FOR D.5MM SHAFT
GUIDED GROWTH PLATE HOLDER
DRILL GUIDE

DRILL GUIDE, EIGHT PLATE

GUIDED GROWTH SCREW EXTRACTOR

List of GGPSP Instrumentation

DEVICE PRINCIPLE OF USE

A device that connects to an element to apply
rotation to screw, unscrew, tighten, loosen, remove it
during a surgical procedure.

A device that simultaneously places, angles and guides
other devices (e.g. screws, wires or rotating drills) on
bone. In some cases, it also protects the surrounding
soft tissues while the screw, wire or drill is in
operation.

A hand-held manual device that extracts an
implantable device out of the body.

It can be used with a surgical hammer or mallet to
extract the implant according to the specific
indications for use.

CATALOGUE
‘ NUMBER DESCRIPTION DEVICE PRINCIPLE OF USE
180020 SELE-RETAINING CANNULATED SCREWDRIVER A device that connet.:ts to an element to app.ly rot.atlon
to screw, unscrew, tighten, loosen, remove it during a
HEX3.5MM A
surgical procedure.
180010 CANNULATED DRILL BIT D2.4MM WITH QUICK A rod with straight, spiralled or contoured flutes which
CONNECT function as cutting surfaces designed to open a bore in
180035 CANNULATED TAP D 3.5MM WITH QUICK CONNECT  the bone for the insertion of various orthopedic
CANNULATED DRILL BIT D 2.4MM WITH QUICK devices. It ca be attached to an handle or a power drill
99-180010 CONNECT -STERILE for manual or powered rotation.
99-180035 CANNULATED TAP D 3.5MM WITH QUICK CONNECT -
STERILE
99-GP540CE K-WIRE D.1.6MM L.150MM STERILE A long thin rod that holds a device in the correct

position.

List of the GGPSP Reusable Surgical Instruments

CATALOGUE

NUMBER
DH0464CE

180005

DHO0474CE

DESCRIPTION

GUIDED GROWTH PLATE HOLDER

DRILL GUIDE

GUIDED GROWTH SCREW EXTRACTOR

DEVICE PRINCIPLE OF USE

A device that simultaneously places, angles and guides
other devices (e.g. screws, wires or rotating drills) on
bone. In some cases, it also protects the surrounding
soft tissues while the screw, wire or drill is in
operation.

A hand-held manual device that extracts an
implantable device out of the body.

It can be used with a surgical hammer or mallet to
extract the implant according to the specific
indications for use.
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4. RISKS AND WARNINGS

4.1. Residual risks and undesirable effects

A successful result is not achieved in every surgical case. Additional complications may develop
at any time due to improper use, medical reasons or device failure that require surgical re-
intervention to remove or replace the medical device.

Preoperative and operative procedures including knowledge of surgical techniques and proper
selection and placement of the device are important considerations in the successful utilization
of the device by the HCP.

Possible adverse events resulting from the usage of the Guided Growth Plate Systems are:

pain and stiffness at the surgery site (below 5%);

damage to the growth plate (below 5%);

rebound or failure to achieve the desired correction and possible over-correction (below 10%);
breaking of the plate or loosening, bending, or breaking of the bone screws (below 10%);
complications associated with metal sensitivity;

intrinsic risks associated with anesthesia and surgery, such as infection (below 5%) and reduced ROM
(below 5%) .

4.2. Warnings and precautions

WARNINGS

The plates already have a 10 degrees bending and may be bent an additional 10 degrees for more
severe anatomical bone contours. Bending beyond 20 degrees offset could result in injury or
reoperation due to breakage.

Particular care should be taken that bone screws do not enter the joints or damage the growth plates
in growing children.

Bone plates and screws must not be reused. If any implants has come into contact with any body
fluid it should be considered to have been used. In case repositioning of implants is required, new
implants should be used.

This device is not approved for screw attachment or fixation to the posterior elements (pedicles) of
the cervical, thoracic or lumbar spine.

PRECAUTIONS

Advance bone screws in an alternating manner until the screws are fully seated in the plate and the
plate is flush with the bone.

Before inserting the screws, ensure the plate is flush to the bone, bending up to 10 additional degrees
if necessary.

Do not use the tap with power drill, only manually.

Make sure not to over tap and stop once the tap reaches the mechanical stop.

Use the correct drill-bit when pre-drilling.
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- After insertion, ensure correct positioning of the implants under image intensification.

- Choose the appropriate implant components. Consider to use solid screws for obese patients and/or
when planning a long treatment time. Combining implants of dissimilar metals may result in galvanic
corrosion.

All Orthofix devices should be used together with their corresponding Orthofix implants, components,
accessories and instrumentation following the Operative Technique recommended by the manufacturer.
Orthofix does not guarantee the safety and effectiveness of the Guided Growth System and of its new
generation Guided Growth Plate System Plus when used in conjunction with devices of other
manufacturers or with other Orthofix devices, if not specifically indicated in the Operative Technique.

4.3. Other relevant aspects of safety, including a summary of any field safety action (FSN or FSCA) if
applicable

Not applicable (there are no FSCA on going for the GGPS).

5. SUMMARY OF CLINICAL EVALUATION AND POST-MARKET CLINICAL FOLLOW UP

5.1. Summary of clinical data related to equivalent device, if applicable

Not applicable.

5.2. Summary of clinical data from conducted investigations of the device before the CE-marking, if
applicable

Not applicable. The GGPS is already on the market.

5.3. Summary of clinical data from other sources, if applicable

Not applicable, as at present, Orthofix Srl has implemented a PMCF Plan which will be updated on a yearly
basis and which will generate a PMCF Report also on a yearly basis. That said, in the coming months, active
surveillance on the device will be run and this section of the SSCP will be updated with appropriate clinical
data from other PMCF activities, accordingly.
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5.4. An overall summary of the clinical performance and safety

By the means of a Clinical Evaluation Orthofix Srl. can state that sufficient clinical data exists to support
conformity to performance and safety requirements, namely general requirement 1 of MDR 2017/745.

Relevant articles selected by the systematic search of articles (reported in the Clinical Evaluation Report)
have been analyzed in order to retrieve ages and types of long bone deformities of the patients treated by

GGPS. A summary of the retrieved information is reported in the table below:

Mean age Range Long bone deformities Reference
(years) (years)
Angular deformities
8.9 3-15 Valgus/Varus deformities Keshet, 2019
7.5 2-14 Idiopathic / acquired angular deformities Park, 2017
2 21-29 m Angular deformities due to Focal Fibrocartilaginous | Welborn, 2017
Dysplasia
11.9 5.8-14-6 Coronal plane deformities; idiopathic/congenital Kadhim, 2017
11.7 4.3-16.5 Lower extremities angular deformities Shin, 2018
11 3-15 Genu valgum deformity: idiopathic/fibular hemimelia Eltayeby, 2019
11.8 8.2-14-4 Idiopathic genu valgum Park, 2018
11.5 8-15 Idiopathic genu valgum Martinez, 2019
10y8m 5,7 m-14,2 m | Valgum deformity Vaishya, 2018
11.35 uk Idiopathic/congenital angular deformities Danino, 2018
12 6-20 Fixed flexion deformity of the knee Stiel, 2018
4y7m Unknown Cozen’s deformity Morin, 2018
12 7-16 Genu valgum angular deformity Zajonz, 2017
Limb length discrepancies
12 Unknown Idiopathic/ acquired/congenital leg-length discrepancy Bayhan, 2017
13.4 Unknown Leg-length discrepancy Borbas, 2019
13 Unknown Leg-length discrepancy Stewart, 2013
125 Unknown Congenital/acquired/neurological/idiopathic  leg-length | Gaumétou, 2016
discrepancy
9.4 6.1-13.6 Leg-length discrepancy due to Proteus Syndrome Crenshaw, 2018
12.6 7-16 Leg-length discrepancy Pendleton, 2013
11 NA (2 cases, | Leg-length discrepancy: neuroblastoma with metastasis in | Lauge-Pedersen
same age) the proximal tibia in 1 case and congenital small stature in
the 2" case.
12.8 10-16 Limb-length discrepancy Siedhoff
10 NA (1 single | Genu recurvatum after epiphysiodesis Kievit, 2013
case)
Both
Unknown Pediatric Angular deformities or length discrepancies Jochymek, 2015
124 10.6-13.6 Angular deformities/leg-length discrepancies/both Joeris, 2017
10.8 3.7-10.8 Angular deformities or leg length discrepancies from | Sinha, 2018
varying causes
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Mean ages of all treated patients vary from 2 to 13.4 years, confirming that all the relevant selected articles

refers to the intended population, namely pediatric patients with open physis (growing children).

SUMMARY OF THE CLINICAL PERFORMANCE

When used under the conditions and the purposes intended by the manufacturer, the GGPS are designed

and manufactured in such a way that can effectively act as a tethering hinge to temporarily inhibit bone
growth on one or both side(s) of the physis, and especially:

they effectively can lead to successful correction of angular deformities by means of temporary
hemiepiphysiodesis in long bones of the skeletally immature patients.

They effectively can lead to successful correction of limb length discrepancies (LLD) by the means of
epiphysiodesis in skeletally immature patients.

As for alternative treatment options, success of treatment with GGPS is predisposed by many factors
such as the age of the patient at plate implantation and the direction of the deformity.

Even if effective, the use of the use of medial and lateral tension band plates in treating LLD is
significantly slower in equalizing limb lengths compared with ablative techniques. This established
effect can be explained by the fact that tension band plates temporarily tether the physis so they
delay, not halt, the growth of the bone. Sufficient time must be factored in for the plates to reach
their optimum effect on growth deceleration: their ability to slow growth is smaller in the initial 6-12
months until sufficient tension has built up across the plate to allow physeal tethering.

The delayed performance of the tension band plate in treating LLD can be balanced by the advantage
of a reversible epiphyseal growth modulation, that allows the treatment of younger children and,
therefore, a longer treatment period without compromising the future chance to address the LLD
with an ablative technique.

The GGPS, as a tension band plate, compared to alternative definitive treatment such as ablative
physeal epiphysiodesis, offer the advantage of reversible epiphyseal growth modulation. This avoids
the challenge of estimating bone age to predict future growth potential, and allows the treatment of
younger children, and the possibility to more easily address complications that can be identified early
by careful monitoring.

According to the State-of-the-Art, many authors recommend the tension band plate as first line of
treatment in the therapeutic approach to treat long bones deformities, in which the first attempt
would be the temporary hemiepiphysiodesis.

SUMMARY OF THE SAFETY
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When used under the conditions and the purposes intended by the manufacturer, the GGPS are
designed and manufactured in such a way that safety of patients and users shall not be
compromised, and especially:

- the quantitative and qualitative analysis of the complaints received from the market on GGPS are
fully consistent with the State-of-the-Art (for equivalent device.

- Each complication has been already properly addressed in the section “Possible Adverse Event” of the
Instructions for Use (IFU) leaflet.

- Inthe documentation accompanying the GGPS, relevant information for users and patients to reduce
as far as possible risks related to use are provided. Such relevant information for example are
delivered in the “Warnings” and “Precaution” sections of the IFUs. Furthermore, on request they are
also available in the description of the surgical steps in the Operative Techniques.

5.5. Clinical benefits

The results of the analysis of the substantiation of the clinical benefits are summarized in the table
below, reporting the articles that support the clinical benefits.

Intended clinical benefits claimed in the IFUs Supporting articles

[Keshet, 2019]; [Park 2017]; [Welborn 2017]; [Bayhan 2017];
Gradual extra-periosteal correction of acquired or congenital deformities in the | [Joeris 2017]; [Kadhim 2018]; [Shin 2018]; [Sinha 2018];
long bones by temporary tethering, not compressing, the physis of growing | [Zajonz 2017]; [Jochymek 2015]; [Stewart 2013];
children. [Gaumétou 2016]; [Kievit 2013]; [Borbas 2019]; [Eltayeby
2019]; [Park 2018]; [Martinez 2019]; [Vaishya 2018]; [Danino
2018]; [Stiel 2018]; [Morin 2018]; [Crenshaw 2018];
[Pendleton 2013]; [Lauge-Pedersen 2013]; [Siedhoff 2014];
[Keshet, 2019]; [Park 2017]; [Welborn 2017]; [Joeris 2017];
[Kadhim 2018]; [Shin 2018]; [Sinha 2018]; [Zajonz 2017);
[Jochymek 2015]; [Kievit 2013]; [Eltayeby 2019]; [Park
2018]; [Martinez 2019]; [Vaishya 2018]; [Danino 2018]; [Stiel
2018]; [Morin 2018]; [Crenshaw 2018]; [Bayhan 2017];
[Joeris 2017]; [Sinha 2018]; [Jochymek 2015]; [Stewart
2013]; [Gaumétou 2016]; [Kievit 2013]; [Borbas 2019];
[Pendleton 2013]; [Lauge-Pedersen 2013]; [Siedhoff 2014]
Minimally invasive. [Keshet, 2019]; [Park 2017]; [Welborn 2017]; [Bayhan 2017];
]; [Kadhim 2018]; [Shin 2018]; [Sinha 2018]; [Zajonz
2017];[Jochymek 2015]; [Gaumétou 2016]; [Kievit 2013];
[Borbas 2019]; [Park 2018]; [Martinez 2019]; [Vaishya 2018];
[Danino 2018]; [Stiel 2018]; [Morin 2018]; [Pendleton 2013]
Early weight bearing as tolerated by the patient and under surgeon discretion. [Park 2017]; [Welborn 2017]; [Sinha 2018]; [Zajonz 2017];
[Jochymek 2015]; [Gaumétou 2016]; [Borbas 2019];
[Martinez 2019]; [Danino 2018]; [Stiel 2018]; [Morin 2018]
Titanium alloy implants avoid allergic reaction to nickel. Supported indirectly by: [Keshet, 2019]; [Park 2017];
[Welborn 2017]; [Bayhan 2017]; [Joeris 2017]; [Kadhim
2018]; [Shin 2018]; [Sinha 2018]; [Zajonz 2017]; [Jochymek
2015]; [Stewart 2013]; [Gaumétou 2016]; [Kievit 2013];
[Borbas 2019]; [Eltayeby 2019]; [Park 2018]; [Martinez
2019]; [Vaishya 2018]; [Danino 2018]; [Stiel 2018]; [Morin
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2018]; [Crenshaw 2018]; [Pendleton 2013]; [Lauge-Pedersen
2013]; [Siedhoff 2014]

Specifically, the main clinical benefit (Gradual extra-periosteal correction of acquired or congenital
deformities in the long bones by temporary tethering, not compressing, the physis of growing children) is
being support by a large number of scientific clinical publications.

On average, and where reported, authors report a correction of 6,39° (range 2,8 — 9,0 °) of the m-LDFA and
of 4,73° (range 4,40 — 5,30°) of the MPTA.

The average rate of overall deformity correction is reported to be approx. 0,70 °/month (range 0,36 — 0,97
°/month).

Regarding the treatment of LLD, the reported average correction, where reported, is 7,66 mm (range 4 — 12
mm), with an average rate of 0,42 mm/month for the femur and 0,40 mm/month for the tibia.

Although success rates were not always reported, as this was not part of the scope of all studies, they
ranged from a minimum of 66% (Joeris, 2017) to higher rates as 91,6% (Vaishya 2018) and 95%
(Morin_2018) or even 100% (Jochymek, 2015; Martinez, 2019; Park, 2017 & 2018; Stiel, 2018; Welborn,
2017; Zajons, 2017) for deformity corrections and from approx. 59% (Joeris, 2017) 61% (Gaumétou, 2016)
to 75% (Gaumétou, 2016), 78% (Jochymek, 2015) and to even 100% (Bayhan, 2017; Borbas, 2019; ) for the
treatment of limb-length discrepancies.

The other clinical benefits (minimally invasiveness, early weightbearing as tolerated and under surgeon
discretion and Titanium alloy implants to avoid allergic reactions to nickel) were supported by qualitative,
direct conclusions from the authors (the method was described as minimally invasive in 19 publications as
can be seen in table above), indications that were given to the patients as described in the post-operative
care of the methods section of the publication (early weightbearing as tolerated and under surgeon
discretion) or indirectly, by the absence of complications related to allergic reactions (Titanium alloy implants
avoid allergic reactions to nickel).

5.6. Benefit-Risk Assessment

Patients are usually referred for an orthopaedic opinion because of limb length inequality or abnormal
angulation of the knee or ankle joint. It is essential that an experienced surgeon conducts a full assessment
of the whole limb to identify the exact amount and direction of any abnormal angulation. One limb may
look different from the ‘normal’ one, or both limbs may be abnormal, as when the patient has knock knees
(valgus deformity) or bow legs (varus deformity).

For the purposes of risk/benefit assessment of GGPS the application of GGPS is analysed considering the
state of the art.

The classic treatment of pathological angular deformities of the extremities is corrective osteotomy;
however, osteotomies require hospitalization, pain management, immobilization, and delayed weight
bearing with disruption to daily life.
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Alternative treatments have been staple insertion or a transphyseal screw. Staples have been used for
many years and have a proven track record. However, reported drawbacks related to implant failure,
including migration, physeal bars or breakage of staples, have led some to abandon this technique. In
addition a staple holds up to one third of the bone in rigid compression, and correction can only be
achieved by activity in the remaining uncompressed bone. Transphyseal screws also compress the physeal
plate and tend to be used at the end of growth for mild to moderate deformities (5 — 15 degrees)

In the ankle joint abnormal angulation frequently follows previous trauma round the distal growth plate.
The principle of the system is to guide the direction of the relevant growth plate by tethering one side and
let the normal untethered side grow a bit faster.
To do this the surgeon positions a non-locking plate across the epiphysis so that screws are inserted each
side of it. The instruments are designed to assist the surgeon to do this accurately.
Major benefits of the procedure are:
e Day case in hospital: minimal disturbance to daily routine
e Physical properties of bone unaltered so normal activity possible immediately after operation
e Procedure can be done at any age, provided that the growth-plates are still open
e Avoidance of more radical surgery, with screws inserted across the epiphysis, or complete or partial
osteotomy to make the correction. These operations need hospital admission and limited activity
for a period afterwards.
o No difference in immediate effects of applying a plate to the distal femur, proximal or distal tibia,
so the correction can be made exactly where it is needed.
e The screws angulate as correction proceeds, showing that correction occurs across the whole width
of the bone. With a staple, correction will only occur in the bone not covered by the staple. For this
reason correction with the eight-plate tends to be about 30% faster than with staples.

The effects of the operation should be a gradual correction of the abnormal angulation. Accurate follow up
is necessary to ensure plate removal at correct time, but normally correction can be very precise.
The goal is to restore a normal mechanical axis to the limb with a horizontal knee joint.

Possible adverse events resulting from the usage of the Guided Growth Plate Systems are:

e pain and stiffness at the surgery site;

e damage to the growth plate;

e breaking of the plate or loosening, bending, migration, or breaking of the bone screws;

e complications associated with metal sensitivity;

e intrinsic risks associated with anesthesia and surgery, such as infection and reduced ROM.

e rebound or failure to achieve the desired correction and possible over-correction; in the initial series of
34 patients, 8 of 65 bone segments had rebound recurrence of the deformity. In each case it was
corrected by a repeat of the original procedure. This is far preferable to the risks of more severe
complications with an osteotomy.

Wound infection, screw or plate breakage, screw loosening and local pain are all possible sequelae of any
plate insertion. However, these events tend to be minor and local because the plates are inserted with a
minimally invasive technique and the patient can resume normal activities immediately. The solution is
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usually for local measures, antibiotics and rarely early plate removal. Infection, which rarely occurs, will
usually respond to antibiotics and local therapy.

Benefits are that the procedure is less invasive and less disturbing to daily life, with complications that have
simple solutions. The more radical operations of transphyseal screw or osteotomy may only be done when
growth is finished, and the complications can be more debilitating: deep infection, or nonunion can occur,
or the final position can be less than ideal. Complications with more radical surgery may also be more
severe.

The alternative tethering operation is to apply a staple. The eight plate is designed for the screws to diverge
as correction occurs. Usually the arms of staples will not diverge, so there is a risk of breakage and loss of
further correction.

Placing the implants on both sides of the joint to inhibit growth allows a shorter opposite leg to become
more equal in length. This technique can be used for limb length discrepancies (LLD) . Larger discrepancies
are treated with osteotomies (to shorten the longer leg) or callotasis (to lengthen the shorter leg). These
two techniques involve major procedures, with complete osteotomy in the femur or tibia and walking with
crutches and partial or non-weightbearing for some weeks. If staples or eight-plates are used disruption of
normal activities is minimal and patients can continue to use the limb normally.

OVERALL CONCLUSION OF THE RISK-BENEFIT ASSESSMENT

Provided that there is time left until the end of growth, the technique of guided growth with the GGPS can
achieve correction of angular deformities in the lower limb long bones. When compared with the use of
other methods, such as osteotomy, transphyseal screw or staples, there is
e less disturbance to the patient’s activities than with other methods
e |ess pain or inconvenience that with other methods
e more chance of achieving the surgical goal of a normal mechanical axis and a horizontal knee joint
e minimal or zero effect on the patient’s education
e alow complication rate, and when they do occur complications are minor compared with those of
more radical surgery, which can include nonunion, malunion, deep infection
The RISKS of using the GGPS are minor. Application of a plate is by minor surgery as a day case. The patient
goes home and carries on with life normally.
The BENEFITS of the procedure are that there is a high chance of the surgical goals being achieved with
minimal disturbance to the patient. Correction occurs gradually and can be adjusted to the required angle.
So the benefits are high, using minor surgery and with a very low risk of complications.
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5.7. Ongoing or planned post-market clinical follow-up
Orthofix Srl, as the manufacturer, is worldwide responsible for planning, executing and reporting the post

market surveillance activities of GGPS, including Post-Market Clinical Follow-Up (PMCF) activities foreseen
in the PMCF plan.
In short, Orthofix will:

1.

Screen and analyse relevant peer reviewed scientific literature, collecting data on safety and clinical
performance of the devices.

Gather and analyse clinical experience of non-peer reviewed clinical data, from e.g. registries (if
applicable, the website clinicaltrials.gov; congresses).

Gather and analyse the Post-Market Surveillance data to identify and estimate any additional risks
previously not identified.

Align product specific documentation with any newly available information as deemed appropriate.
Conduct a retrospective post-market clinical follow-up study on the GGPSP.

This retrospective observational clinical study is undertaken to evaluate the safety (primary objective)
and clinical performance (secondary objective) of the GGPSP, which is the second version of the GGPS
and incorporates minor modifications to the original design. The study is aimed to collect Real World
Evidence on the usage of the product in a real life surgical setting. Therefore, a retrospective design
was chosen, allowing to focus on the way the surgeons have been using the device and collecting the
complications that occurred and the clinical results obtained this way. Data on complications (defined
as an [un-]expected serious adverse effect related to the device or a hardware failure) and the success
rate of deformity correction (defined as a partial or complete correction to anatomical angles) as well
as limb length discrepancy treatment (defined as the partial or complete correction to match the length
of the contralateral limb) will be collected in a European setting. A total of 70 patients will be included
and will have a mean follow-up of 16 months. The results of the GGPSP will be compared to the
currently available published clinical data on the GGS.

Orthofix is currently not sponsoring any clinical study and is not aware of any on-going independent clinical

studies on this product.

Throughout the expected lifetime of the GGPS, yearly, the findings of the PMCF activities will be reported

in a PMCF evaluation report that will be taken into account to continuously update the current CER.

If, through the PMCF activities, relevant clinical data has been identified, the contents and the conclusions

of the current CER will be rationalized accordingly and the SSCP will be updated consequently.

6. POSSIBLE DIAGNOSTIC OR THERAPEUTIC ALTERNATIVES
Possible therapeutic alternatives for long bone correction in growing children are:

Staples;
Permanent ablation of the physis;
Osteotomy, followed by internal or external stabilization;
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According to the State-of-the-Art, hemiepiphysiodesis and epiphysiodesis should be the first stage in a
step-wise surgical approach to angular or limb length deformities, and constitute a less invasive alternative
to corrective osteotomies and is associated with less pain, shorter immobilization, decreased cost, and less
surgical risk. Temporary guided growth, is also an alternative to permanent physeal arrest, and, thus,
within the step-wise approach, should be the first surgeon’s choice when attempting correction in open
physis.

7. SUGGESTED PROFILE AND TRAINING FOR USERS

The GGPS is intended for use by Healthcare Professionals (HCP) only, and such HCP must have full awareness
of the appropriate orthopedic procedures and must be familiar with the devices, instruments and surgical
procedures (including application and removal).

Training material for intended users consists of an operative technique and direct support provided by the
manufacturer by the means of training course and product specialist

8. REFERENCE TO ANY HARMONIZED STANDARDS AND CS APPLIED

The GGPS has been developed and is maintained on the market under the following harmonized standards,
where applicable:

REF. EDITION DESCRIPTION

EN ISO 13485 2016 Medical Devices — Quality Management Systems — Requirements For
Regulatory Purposes

I1SO 14644-1 2015 Cleanrooms and associated controlled environments — Part 1: Classification of
air cleanliness by particle concentration

1SO 14644-2 2015 Cleanrooms and associated controlled environments — Part 2: Monitoring to
provide evidence of cleanroom performance related to air cleanliness by
particle concentration

I1SO 14644-5 2004 Cleanrooms and associated controlled environments — Part 5: Operations

I1SO 14698 2003 Cleanrooms And Associated Controlled Environments — Biocontamination
Control

1SO 15883-1 2006 (A1:2014) Washer-disinfectors — Part 1: General requirements, terms and definitions and
tests.

ISO/TS 15883-5 2005 Washer-disinfectors — Part 5: Test soils and methods for demonstrating
cleaning efficacy

EN ISO 14971 2012 Medical Devices — Application Of Risk Management To Medical Devices

1SO 10993-1 2018 “Biological evaluation of medical devices — Part 1: Evaluation and testing

within a risk management process” and related standard series ISO 10993
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EN 62366-1 2015 (Corr. 2016) Medical devices- Application of usability engineering to medical devices
EN 556-1 2001/AC:2006 Sterilization of medical devices — Requirements for medical devices to be

designated “STERILE” — Part 1: Requirements for terminally sterilized medical
devices

EN1SO 11137-1 2015 Sterilization of health care products — Radiation — Part 1: Requirements for
development, validation and routine control of a sterilization process for
medical devices

EN ISO 11137-2 2015 Sterilization of health care products — Radiation — Part 2: Establishing the
sterilization dose

EN I1SO 11737-1 2018 Sterilization of medical devices — Microbiological methods — Part 1:
Determination of a population of microorganisms on products

EN I1SO 11737-2 2009 Sterilization of medical devices — Microbiological methods — Part 2: Tests of
sterility performed in the validation of a sterilization process

EN I1SO 17665-1 2006 Sterilization Of Health Care Products — Moist Heat — Part 1: Requirements For
The Development, Validation And Routine Control Of A Sterilization Process For
Medical Devices

EN I1SO 11607-1 2017 Packaging for terminally sterilized medical devices -

Part 1: Requirements for materials, sterile barrier systems and packaging
systems

EN ISO 11607-2 2017 Packaging for terminally sterilized medical devices -

Part 2: Validation requirements for forming, sealing and assembly processes

ISTA-2° 2011 ISTA Standard 2A — Partial Simulation Performance Tests

EN ISO 14602 2011 Non-active surgical implants — Implants for osteosynthesis — Particular
requirements

EN ISO 14630 2013 Non-active surgical implants — General requirements

MEDDEV 2.7.1rev.4 2016 CLINICAL EVALUATION: A GUIDE FOR MANUFACTURERS AND NOTIFIED BODIES

UNDER DIRECTIVES 93/42/EEC and 90/385/EEC

EN 1041

2008 (A1:2013)

Information Supplied By The Manufactured Of Medical Devices

EN ISO 15223-1

2016

Medical devices — Symbols to be used with medical device labels, labelling and
information to be supplied

AAMITIR 12 2010 Designing, testing and labeling reusable medical devices for reprocessing in
health care facilities: A guide for medical device manufacturers

AAMITIR 30 2011 (reapproved: 2016) A compendium of processes, materials, test methods, and acceptance criteria
for cleaning reusable medical devices

I1SO 17664 2017 Processing of health care products — Information to be provided by the
medical device manufacturer for the processing of medical devices

ASTM E1837 1996 (2014) Standard Test Method to Determine Efficacy of Disinfection Processes for
Reusable Medical Devices (Simulated Use Test)

EN 14885 2018 Chemical disinfectants and antiseptics — Application of European Standards for

chemical disinfectants and antiseptics

ANSI/AAMI ST67

2011/R:2017

Sterilization of health care products—Requirements and guidance for selecting
a sterility assurance level (SAL) for products labeled “sterile”

ANSI/AAMI ST77

2013/R:2018

Containment devices for reusable medical device sterilization

ANSI/AAMI ST79 2017 Comprehensive guide to steam sterilization and sterility assurance in health
care facilities annexes
ASTM F564 2017 Standard Specification and Test Methods for Metallic Bone Staples
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ASTM F1264 2016 Standard Specification And Test Methods For Intramedullary Fixation Devices

ASTM F382 2017 Standard Specification and Test Method for Metallic Bone Plates

ASTM F543 2017 Standard Specification and Test Methods for Metallic Medical Bone Screws

ASTM F136 2013 Standard Specification for Wrought Titanium-6Aluminium-4Vanadium ELI
(Extra Low Interstitial) Alloy for Surgical Implant Applications (UNS R56401)

ASTM F138 2013 Specification for Wrought-18 Chromium-14 Nickel-2.5 Molybdenum Stainless
Steel Bar and Wire for Surgical Implants (UNS S31673)

1SO 5832-1 2016 Implants for surgery — Metallic materials — Wrought Stainless Steel

EN ISO 5832-3 2016 Implants for surgery — Metallic materials — Part 3: Wrought titanium 6-
aluminium 4-vanadium alloy

ASTM F1886 2016 Standard Test Method for Determining Integrity of Seals for
Flexible Packaging by Visual Inspection

ASTM F1929 2015 Standard test method for detecting leaks in porous medical packaging by dye
penetration

EN 868-5 2018 Packaging for terminally sterilized medical devices — Part 5: Sealable pouches
and reels of porous materials and plastic film construction — Requirements and
test methods

DIN 58953-6 2016 Sterilization — Sterile supply — Part 6: Microbial barrier
testing of packaging materials for medical devices which are to be sterilized

ASTM F897 2002/R:2007 Measuring Fretting Corrosion of Osteosynthesis Plates and Screws

1SO 7153-1 2016 Surgical Instruments — Metallic Materials — Part 1: Stainless Steel

ASTM F899-12b 2012 Standard Specification for Wrought Stainless Steels For Surgical Instruments

ASTM F86 2013 Standard Practice for Surface Preparation and Marking of Metallic Surgical
Implants

ASTM F983 2018 Standard Practice for Permanent Marking of Orthopaedic Implant Components

ASTM A967 2017 Standard Specification for Chemical Passivation

Treatments for Stainless Steel Parts

A list of applicable Common Specifications (CS) to be referred will be provided when available.

REFERENCES

1. Keshet, D., et al. Removal of Metaphyseal Screw Only After Hemiepiphysiodesis Correction of Coronal

Plane Deformities Around the Knee Joint: Is This a Safe and Advisable Strategy? J Pediatr Orthop.
2019;39(3): e236-e239.

2. Park, K. H., et al. Angular deformity correction by guided growth in growing children: Eight-plate versus
3.5-mm reconstruction plate. J Orthop Sci. 2017;22(5): 919-923.

3. Welborn, M. C. and P. Stevens. Correction of Angular Deformities Due to Focal Fibrocartilaginous
Dysplasia Using Guided Growth: A Preliminary Report. J Pediatr Orthop. 2017;37(3): e183-e187.

4. Bayhan, I. A., et al. Comparing Percutaneous Physeal Epiphysiodesis and Eight-Plate Epiphysiodesis for
the Treatment of Limb Length Discrepancy. J Pediatr Orthop; 2017;37(5): 323-327.
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PART Il: SSCP FOR PATIENTS
SUMMARY OF SAFETY AND CLINICAL PERFORMANCE

Document revision: Revision 5
Date issued: date of last signature in the signatures page enclosed

This Summary of Safety and Clinical Performance (SSCP) provides public access to an updated summary of
the main aspects of safety and performance. It consists of two parts. A summary for doctors in the first part.
Information for lay persons in the second part.

The SSCP does not give general advice on treatment. Contact your doctor if you have questions. This SSCP
does not replace an Implant card. Nor it replaces the Instructions For Use on the safe use of the device.

1. DEVICE IDENTIFICATION AND GENERAL INFORMATION
- Device trade name: Guided Growth Plate Systems (GGPS).

The GGPS family of products includes the following device trade names:

Guided Growth System

- eight-Plate Guided Growth System 8eight-PIate

Guided Growth System

- eight-Plate Guided Growth System + 8eight—PIate<8’

- Manufacturer; name and address: Orthofix Srl., Via delle Nazioni 9, 37012 Bussolengo Verona, Italy

ald © ORTHOFIX

Orthofix Srl
Via delle Nazioni 9 - 37012 Bussolengo (VR) Italy
Tel. 0039 {0) 45 6719000 - Fax 0039 (0) 45 6719380

- Basic UDI-DI: 805050436ImpPlates2bNAC6W

- Year when the device was first CE-marked under MDD 93/42/EEC: The GGS entered into the European
market in June 2008, while the GGPSP entered into market in May 2017.

2. INTENDED PURPOSE AND INDICATIONS OF THE DEVICE
- Intended purpose: The Guided Growth Plate Systems are plates intended to provide bone fixation.
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- Indications and intended patient groups: The GGPS are indicated for gradually correcting deformities of
long bones in growing children. Specific acquired or congenital patterns of bone deformity for which the
device will be indicated include:

- valgus, varus or flexion, extension deformities of the knee (femur and/or tibia);

- valgus, varus, or plantar flexion deformities of the ankle

- The GGPS are intended for pediatric patients with open physis (growing children).

- Contraindications: these devices should not be used in children whose growth has already stopped.

3. DEVICE DESCRIPTION

Device description and material/substances in contact with patient tissues: the device is made of a tiny plate
(the approximate size of a clip or a peanut; from 12 mm to 22 mm long). The plate can be fixed to the bone
with 2 or 4 screws. The implants are made from appropriate materials. In particular: implant grade 316L
stainless steel and implant grade titanium alloy.

GGPS GGPS-P

(Eight Plate) (Eight Plate)

(Quad Plate)
(Quad Plate)

According to the current knowledge, angular deformities of the legs can be gradually corrected. This can be
done in growing and non-growing patients. In growing patients, the gradual correction of angular deformities
can be performed by temporary guided growth. It can be done on one side of a limb (hemiepiphysiodesis) or

on both sides (epiphysiodesis). These techniques should be the first stage in a step-wise surgical approach to
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angular or limb length deformities. They constitute a less invasive alternative to corrective osteotomies,
followed by external or internal fixation, the only technique that can be used to correct deformities of non-
growing patients. They are associated with less pain, shorter immobilization, decreased cost, and less surgical
risk. Corrective osteotomies imply surgically cutting the bone to correct the deformity. Temporary guided
growth, is also an alternative to permanent growth arrest. Thus, should be the first surgeon’s choice when
attempting correction in a growing patient.

Data analyzed suggest that temporary guided growth can lead to complications that are normally easily
resolved. Among these; premature growth arrest, a rebound period of accelerated growth; the plate that
moves from its original position. However, complications appear to be lower using the 2-hole plate method
as compared to other systems. Also the benefits of such approaches still outweigh the related risks of
complications.

Overall, these data show that non-permanent approaches are much more frequently used than permanent
methods, such as osteotomy (surgically cutting of bone). This is due to the fact that an osteotomy does not
guarantee non-recurrence. At the same time, it is more invasive compared with guided growth methods.

- Description of how the device achieves its function (mode of action):

In normal skeletal growth, limbs are equal in length. They are also properly aligned from the hips to the ankles
or from the shoulder to the wrist. Sometimes birth abnormalities, infection, injury or other conditions can
cause long bones of the leg (e.g. tibia, femur) to grow out of alignment. This is called 'malalignment’.

This malalignment may result in joint deformities of the leg. These are known as valgus (knock knees), varus
(bowed legs), and joint flexion deformities. In these situations, normal use of the leg is reduced and walking
or running may be painful.

The correction of limb deformities is to be seen in the context of a step-wise approach. From less invasive
approaches to more invasive approaches. The first surgical option is the ‘hemi-epiphysiodesis’ or
‘epiphysiodesis’. This is a much less invasive surgery to correct angular deformities. ‘Epiphysiodesis’ is a Greek
term in which “physis” means growth plate and “desis” means tether. The ‘growth plate’ is the area of growth
near the end of long bones in children and adolescents. Each long bone has two growth plates. One at each
end. These ‘growing plates’ determine the future length and shape of the adult bone.

The goal is to permit realignment through growth. That is, bone growth is limited on one side of the deformity
while bone growth continues on the other side. Gradually, the bone realigns and the deformity is corrected.
Since the doctor does not need to surgically cut the bone (as with an ‘osteotomy’) to correct alignment, there
are less risks and discomforts. Daily activities can start again quickly.

These two systems (GGS and GGPSP) are minimally invasive ‘hemiepiphysiodesis’ and ‘epiphysiodesis’ plates.
They guide growth while allowing natural, safe and gradual correction of alignment of legs. The device holds
one side of the growth plate. The opposite side of the ‘physis’ continues to expand and grow. The screws
diverge within the plate, effectively serving as a hinge. This hinge action also avoids compressing the growth
plate that is being guided.
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With leg length deformities, both sides of the ‘growth plate’ on the longer limb are blocked. This way, the

shorter limb grows untill the same length is reached.

Other than the plates, the GGPS have several components, among which, screws in different shapes and sizes

and guiding wires.

4. RISKS AND WARNINGS
Contact your doctor if you believe that you or your child is experiencing side effects. You can also contact

your doctor if you are concerned about risks. This document is not intended to replace a consultation with

your doctor if needed.

Contraindications:

The GGPS take advantage of the growing capacity of a long bone to correct a bone deformity. For
this reason, these devices cannot be used for adult deformities. The adult skeleton does not have
any further growth remaining.

The GGPS should not be used in bones that are not growing anymore. This may happen after trauma
(accidents, falls, or other traumatic events) or infection.

Possible side effects you or your child may experience:

Pain in the operated area; your muscles or joints may hurt when you move (experienced by less than
5/100 patients)

Damage to the growing capacity (‘growth plate’) of the bone can occur (experienced by less than
5/100 patients).

It may happen that the device does not achieve the wished correction (experienced by less than
10/100 patients).

A plate or a screw may break or bend (experienced by less than 10/100 patients).

You may experience sensitivity to the metal of the device (this has not been reported in the scientific
literature).

Side effects associated with anaesthesia and surgery, such as infection or reduced movement of the
joint (both experienced by less than 5/100 patients).

Warnings

The plates are bent to 10 degrees. These may be bent to make up for 10 additional degrees for severe
bone contours. Bending beyond that (20 degrees total) could cause injury or breakage of the plate.
The bone screws do not have to get into the joints or damage the growing part of the bones in
children.

Bone plates and screws must not be used twice.

This device is not approved for use in bones other than long bones in legs.
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5. SUMMARY OF CLINICAL EVALUATION AND POST-MARKET CLINICAL FOLLOW UP (PMCF)

The manufacturer of the GGPS, Orthofix Srl, has done a thorough clinical evaluation to further check how the
device achieves its objective and how safe it is.

Relevant publications selected by an accurate bibliographic search (reported in the Clinical Evaluation Report)
have been analyzed. A summary of the retrieved information is reported in the table below:

Mean age Range Bone deformities Reference
(years) (years)

8.9 3-15 Keshet, 2019

7.5 2-14 Park, 2017

2 21-29 m Welborn, 2017

11.9 5.8-14-6 Kadhim, 2017

11.7 4.3-16.5 Shin, 2018

11 3-15 Eltayeby, 2019

11.8 8.2-14-4 Leg angular deformities Park, 2018

11.5 8-15 Martinez, 2019

10y8m 57m-14,2 m Vaishya, 2018

11.35 uk Danino, 2018

12 6-20 Stiel, 2018

4y7m Unknown Morin, 2018

12 7-16 Zajonz, 2017

12 Unknown Bayhan, 2017

13.4 Unknown Borbas, 2019

13 Unknown Stewart, 2013

12.5 Unknown Gaumétou, 2016

9.4 6.1-13.6 Crenshaw, 2018

12.6 /-16 Limb length discrepancies Pendleton, 2013

11 NA (2 cases, Lauge-Pedersen
same age)

12.8 10-16 Siedhoff

10 NA (1 single Kievit, 2013
case)

Unknown Pediatric Jochymek, 2015

12.4 10.6-13.6 Both Joeris, 2017

10.8 3.7-10.8 Sinha, 2018

Mean ages of all treated patients vary from 2 to 13.4 years, confirming that all the relevant selected articles
refer to the intended population, namely growing children.
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The results of this evaluation are positive. The GGPS successfully corrects angular deformities in long bones
in children. Two clue points may determine its success: age of the child and the direction of the deformity to
be corrected. An advantage of GGPS as compared to alternative treatments is that it is reversible.

The correction that the GGPS may reach is sometimes lower than that reached by other alternative methods.
This is due to the fact that this approach does not damage growth. IT only slows it down. Indeed, it can be
removed and normal growth resumed. This allows the physician to modify treatment as needed. Also, it is
the least invasive surgical approach. Other more invasive approaches can be considered if this one fails.

The evaluation also identified the type and frequency of adverse events. These are in line with events already
known. No new events or frequencies have arisen. All the possible adverse events are appropriately
documented in the Instructions for Use of the device.

RISK-BENEFIT ASSESSMENT

The patient group suitable for hemiepiphysiodesis are growing children who require angular correction of a
long bone of the leg. It is important that the child and parents are committed enough to return for follow up
at the correct time, to avoid over-correction. The majority of patients undergoing hemiepiphysiodesis do so
because of an abnormal angulation of the knee joint.

Gradual correction of angulation with the GGPS can only be achieved with active growth, so the procedure
will most likely not achieve the desired result if carried out too late. In these patients angular correction with
osteotomy is required. Osteotomy can be partial or complete and fixation might be with internal or external
fixation. The advantage is immediate correction, but the risks of infection or nonunion are greater than with
gradual correction by guided growth.

The GGPS is applied as an outpatient and the patient can resume normal activity quite early. This is
completely different from having an osteotomy, which requires 1 or 2 nights in hospital and limited activities
and weightbearing for some days or weeks afterwards. The complications of malunion or nonunion do occur
and are much more severe than the complications of an eight-plate. Most patients who have an eight-plate
hardly notice that they have it and can do all their normal activities.

This is a very minor procedure. A small metal plate is positioned on the surface of the bone very precisely so
that it is across the edge of the growth plate, which is present near the ends of all long bones and controls
the growth in length. It is held in place by one screw on each side of the growth plate. The plate acts as a
brake on the rate of growth of the bone on the side where it is placed. The opposite side continues to grow
normally. While this is happening, the bone continues to function normally, and the patient can also continue
as normal with all activities. Correction of the angle occurs slowly, over a period of 9 to 18 months. The risks
of complications are low in comparison to those occurring with alternative treatments, and most will be
minor. The benefits of the procedure are great, in that an abnormal angle in one or more bones can be
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corrected slowly while the patient continues to live their life normally. Alternative procedures to achieve
angular correction tend to be more major, as do the possible complications.

This procedure can be performed at any age, as long as the growth plates are still open. The plate should be
removed at the end of treatment, when the angular correction is achieved, and the bone will then continue
to grow normally.

The conclusion of all the clinical papers that have followed patients with this treatment is that temporary
hemiepiphysiodesis takes advantage of physiological physeal growth to effectively treat angular deformities
with low complication rates. It was proven to be a recommended first line of treatment in diverse cases
before osteotomy.

It is very important that the surgeon and the patient agree on a schedule for follow up, so that the gradual
correction of the abnormal angle can be followed, and the plate can be removed at the right time when the
goal of the correction has been achieved.

In conclusion, the benefits of the GGPS are high. It is applied with minor surgery and with a low risk of
complications.

POST MARKET SURVEILLANCE

Orthofix Srl. has put in place several activities to monitor the safety and clinical performance of the GGPS.
These activities aim at safeguarding patient’s health and are described in a separate document, called ‘Post-
Market Clinical Follow-up Plan’.

Specifically, Orthofix will collect data on the actual clinical usage of the GGPSP from surgeons who have been
using the product to treat deformities and differences in leg length. The scope of the data collection will be
to evaluate the number of problems (complications) patients encountered during their treatment as well as
the percentage of patients that reached the goal of their treatment. The data collected in this way will be
compared with the data on the GGPS that has been published in scientific journals. Data on 70 patients that
have been treated in European hospitals will be collected for this purpose.
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6. POSSIBLE THERAPEUTIC ALTERNATIVES

If you would like to know about alternative treatments, contact your doctor. He or she can take into account
your personal situation or that of your child.

The correction of limb deformities may also be done through one of the following procedures:

- A minimally invasive hemiepiphysiodesis or epiphysiodesis using different methods as compared
to the GGPS. Other devices may eventually stop the growing ability of the long bones by
damaging the physis.

- A more invasive procedure, called ‘osteotomy’. To correct a deformity this way is a significant
surgical procedure. It involves cutting the misaligned bone and realigning the bone. The clinician
fixes the realigned bone into place. To do so, he or she may use pins or a plate and screw
combination followed by a cast. Sometime, the clinician may use an external frame. This kind of
surgery may have its risks. Also, the child must stay in hospital for some time. Delayed walking
(weight-bearing) is common. After the healing period, the child may need physical therapy. In
many cases, multiple osteotomy surgeries may be necessary.

According to the current knowledge, the gradual correction of angular (hemiepiphysiodesis or
epiphysiodesis) should be the first stage in a step-wise surgical approach to angular or limb length
deformities. They constitute a less invasive alternative to corrective osteotomies. They are associated with
less pain, shorter immobilization, decreased cost, and less surgical risk. Osteotomies imply surgically cutting
the bone to correct the deformity. Temporary guided growth, is also an alternative to permanent growth
arrest.

7. SUGGESTED PROFILE AND TRAINING FOR USERS

Only qualified healthcare professionals, board registered users, may use the GGPS. To do so, they need an
extensive and profound knowledge of the pediatric anatomy and have experience in orthopedic and surgical
procedures, both specifically for pediatric patients.
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OBLLIA LIE/T HA SSCP

HacTosauioTo pestome Ha 6@30NacHOCTTa U KAMHUYHUTE XapakTepucTuku (SSCP) uma 3a uen aa npeaocrasum
nyb6aMYeH A0CTbN 40 aKTyannsnpaHa 06o6uieHa MHGoOpMaUMA 3a KIMHUYHUTE AaHHWU U apyra MHpopmaumn
33 6e30nacHOCTTa U KAMHUYHUTE XaPaKTEPUCTUKM HA Cucmemu C MA04YU 30 HANPABAABAH PACMEH(
(no-HaTaTbK HapuyaHu GGPS, TeXHUYECKO AoCcKe 3a BbTPeLIHM cnpasku DMF-13)*,

SSCP He e npegHa3Ha4vyeHo:

- [Ha npepoctaBa obuwa uHbGOpMaLMA OTHOCHO AMArHOCTULMpaHe WAU JeyeHMe Ha KOHKPEeTHO
MeAMLMHCKO CbCToAHWE, Aa

- 3amecTBa bpowypaTta ¢ MHCTpyKuMm 3a ynotpeba KaTo OCHOBEH [OKYMEHT, KOWTO e 6bae
npefocTaseH, 3a Aa ce obesneun 6esonacHaTta ynotpeba Ha GGPS, aa

- 3aMeHs 3a4b/KUTeNIHAaTa MHGOPMALMA BbB BCUUKU APYIM 3a4b/IKUTENIHN SOKYMEHTH.

HactoawoTto SSCP ce cbcToM OT ABe YacTu:

1. nbpBaTa YacT e NnpeAHa3HayeHa 3a NnoTpebuTenn/3apasHU cneumanmcTy, a
2. BTOpaTa yYacT e NnpeAHa3HayeHa 3a NauneHT!.

M aseTe vactu Tpabsa Aa 6bAaT HanMcaHW Taka, Ye Aa NPeAcTaBAT ACHO MHbOPMaUMATA Ha KpanHuTe

nonyyartenu.

* BenexKa:
Cucmemume ¢ N104U 30 HANPABAABAH PACMEN Ca CEMENCTBO OT ABe eKBUBAIEHTHM ycTpolcTea (oTaeHo
MmapkupaHu ¢ CE, nponsseaeHu, npuTexasaHu n npogasaHu ot Orthofix Srl), a umeHHo:

- Cucmema 3a HanNpaensasaH pacmex (No-HaTaTbK HapuyaHa GGS) u
- HelHOTO HOBO NokoseHue Cucmema ¢ na04u 3a HanpaenasaH pacmexc Plus (no-HataTbk GGPSP).
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YACT 1: SSCP 3A NPEABMAOEHN NOTPEBUTENN/3APABHN CNELMANUCTIA

1. WAEHTUOUKAUMA HA U3OEMETO U OBLLA MHOOPMALMA

1.1. Tbproscko ume(MmeHa) Ha U3nenmeTo
CycTeMM € N0YM 33 HaNPaBAABAH PacTeX

3abenexka:
CepuaTa npoaykti GGPS BKtouBa cnefHUTE TbProBCKM MMEHa Ha U3aenua:

Graded Growth System

- Cucmema 3a HANPABAABAH PACMEN C OCMOBUOHA M104Ya 8eight—Plate

- Cucmema 30 HANPAsAABAH PACMEHC C OCMOBUOHA 171044 + 8eight—PIate‘3’
Gutded Growth System

1.2. Npoussoauten

NUme: Orthofix Srl HO ORTHOFIX
Agpec: Via delle Nazioni 9 — 37012 Bussolengo (VR) Utanua Orthoftx Sl

Via delle Nazioni 9 - 37012 Bussolengo (VR) Italy
Tel. 0039 (0) 45 6719000 - Fax 0039 (0) 456719380

1.3. EauHMueH perncrpaupoHeH Homep Ha npoussoautens (SRN)
Bce oule He e Ha pa3nonoxeHue (e 6bae NpeaocTaBeH cnes BHeapaBaHeTo Ha EUDAMED).

1.4. Basos UDI-DI
BA30B UDI-DI: 805050436ImpPlates2bNAC6W

1.5. OnucaHMe/TeKCT B HOMEHKNaTypaTa Ha MeAULIMHCKUTE U3aenns
CND knacuomkauma: P09120503 — CUCTEMW BUHT-MTOYA 3A OCTEOCUHTE3A

1.6. Knac Ha nsgenueto
lb
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1.7. ToauHa Ha uspasaHe Ha MbpBua ceptudukar (CE), obxBallall, UsgenmeTo
GGPS e obxBaHaT ot ceptudpuratute CE cbrnacHo MDD 93/42/EMNO Ha aBeTe u3genus, npuUHaanesKalim
Ha cepuAaTa GGPS, KoMTo ca mapKnpaHm otgenHo cbe CE 3a NbpBU NBT Npes:

C CE (MDD
Cucrema MbpBu cepTuduUKar ot 95712}1:::3; (
Cucmemu 3a HanpaeAeaH IOHM 2008 T. G106 11 52763 004
pacmes
Cucmema ¢ naoyu 3a Mait 2017 r. G114 03 52763 015
HanpasnasaH pacmex Plus

1.8. YnbAHOMOLLEH NpeACTaBUTEN
He e npunoxkunmo (Orthofix Srl e cbc ceganuuie B IKOHOMUYECKOTO NPOCTPAHCTBO Ha EBponenckus cbios).

1.9. NB, koliTo uie Banuampa SSCP
Ume: TUV SUD Product Service GmbH
NaeHTUPUKALMOHEH HOMED: 0123

2. MNPEAHA3HAYEHWE HA U3OEUETO

2.1. TlpepHa3HayeHue
CuctemuTe € NI0YM 33 HAMPAB/ABAH PaCcTeX ca Nao4YK, NpeagHa3HAYeHM 3a OCMrypsBaHe Ha KOCTHa
duKcauma.

2.2. TNokasaHus U uenesa(n) nonynauua(m)
Moka3aHwua 3a ynoTpeba
GGPS ca npeaHa3Ha4YeHu 3a NOCTENEHHO KopurnpaHe Ha gepopmaumn Ha AbArMTe KOCTH Mpu
noapacreaum gaeua. CneunduyHute npMaobUTM MAK BPOAEHN MOAEAN HA KOCTHa Aedopmaums,
3a KOWUTO M34enmneTo e 6bae npeaHasHauyeHo, BKAYBaT:
- Banryc, Bapyc unu pnekcusa, aedbopmaumm oT yabaskaBaHe Ha KoNaHOTO (pemyp u/mam Tnbus);
- Banryc, Bapyc nnu aebopmaumm Ha rne3eHa oT TMn naaHTapHa daeKkcus;

Llenesa nonynaums
GGPS ca npegHasHa4yeHM 3a NeamMaTpUUHK NaumeHTH ¢ oTBopeH physis (nogpacteawm geua).

2.3. TpoTMBOMOKa3aHus U/UAnN orpaHUYeHnA
MNpoTnsBonokasaHuma:
HE M3MNON3BAMNTE GGPS, ako KaHAMAATBLT 3a XMPYPrMYHa onepauma cTpaja oT UK e NpeapasnosioxkeH
KbM HAKOE OT C/IeAHUTE NPOTMBOMOKA3aHUA:
- 33 gedopmaumm Npu Bb3PACTHU (3pEIOCTTa Ha CKeleTa M3K/IUYBA Bb3MOXKHOCTTA 338 NO-HaTaTblUeH

pacTex);
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- KbAeTo pacTe)KHaTa NJIoYKa ce e 3aTBOpMAa Nopaam TpaBmMa UAM MHPEKUMA, Tbil KaTo Mno-
HaTaTblUeH pacTesK e NpPeaoTBpaTeH.

OrpaHunyeHusa:
NHbopmauyma oTHocHo BesonacHo n3nonssaHe ¢ AMP: GGPS He e TecTBaH 3a 6e3onacHOCT U

cbBmecTmocT ¢ AMP cpepa. M3paenveTo He e TeCTBAHO 3a HarpAaBaHe, MUrpauua uam aptedakt B
n3obparkeHmata B AMP cpepa. besonacHOCTTa Ha cMcTemaTa € NJI0YKM 3a HanpasasBaH pacTek Plus B
AMP cpepa He e nsBecTtHa. CKaHMpPaAHETO Ha NALMEHT C MOCTAaBEHO TAaKOBA U34esine MoXe Aa goseae 40
HapaHABaHe Ha NauueHTa.

3. ONWUCAHUE HA U3OE/IMETO

3.1. OnucaHue Ha U3JeNneTo

GGPS ce cbCTOAT OT PA3AMYHM PA3MEPU HA OCEMMAOUYKOBU N YETUPUNIOYKOBN KOMMOHEHTH,
npefHa3HayYeHW 3a NOMECTBAHE Ha KAH/IMPAHU UK TBBPAM BUHTOBE, NpeaiaraHu B Pas/IMyHu
pa3mepu. Ma1oynTe M BUHTOBETE Ce Npegaarat B CTEPU/IHA UM HECTEPUIHA KOHUTypauma.

N3penneto e npegHa3HAvYeHOo 3a NOCTENEHHO KOPUTMpaHe Ha NeauaTpuYyHu BPOAEHU, KaKTO U
npuaobuTM KOCTHU AedpopmaLmm B ONHUTE KpaliHULM, NpU ycaoBue Ye physis (pacTeXkHUTe Niaku) He
ca cnetu.

MnoyaTta e c KOHTYpHa CTECHEHA YacT U HUCBK Npodunn 3a NneanaTpuyHa ynotpeba. LleHTpanHMAT oTBOp B
njao4ymTe e 33 UMNAAHTMPAHE Ha BpeMeHEeH HanpasaaBaly, 60T, KOMTo Aa Nomara 3a NpeunsHo
NoCTaBAHe M OTCTPaHABAHe Ha nao4aTa. [1o4unTe ce NPUKPENBaT Ypes BUHTOBE KbM KOCTTa Haf,
pacTeXHaTa nao4vka. Te3n BUHTOBE He Ce 3aK/to4BaT KbM N/104aTa, 3a Aa MOraT Aa Cce 3aBbpTaT U
OTK/IOHABAT 3ae4HO C HAacTbNBaHe Ha pacTexa Ha KocTTa. MMNAaHTbLT AeNCcTBa KaTo MbBKaBa CTaBa, KOATO
No3B0O/IABA M3PACTBAHE NPW pacTeXKHaTa N/0YKa, 33 Aa Ce U3NPaBKu NOCTENEHHO KPAaNHUKDBT.
MocTaBAHETO 1 OTCTpaHsaBaHeTo Ha GGPS morke Aa ce M3BBPLLM C 06LWMTE OpTONEANYHU MHCTPYMEHTH
Ha Orthofix.

KaTo ce umat npeasug, nocnegHnTe AOCTUNKEHMA B 061acTTa, xemumenudusmnogesata u enndunsnonesarta
Ca XMPYPrUYHU TEXHUKM, U3MOJ13BAHW 33 NOCTENEHHO KOPUIMpPaHe Ha aHrynapHu aedopmanmm Ha
KPaMHWULUTE AU HECBOTBETCTBUA B Ab/IKMHATA HA KpaKa NpW CKENETHO He3penu naLueHTy.

Te3un XMpypruyHn TEXHUKM cnelga Aa 6b4aT NbpBUAT eTan B NOETANHUA XMPYPruyeH Noaxos Kbm
aHrynapHun gebopmaumm namM HeECbOTBETCTBME B Ab/IKMHATA HA KpaliHULMTE W NPeacTaBaABaT NO-Masko
WHBa3MBHA a/ITEPHATUBA Ha KOPEKTUBHUTE OCTEOTOMMM, KAaTO CbLLO Ce XapaKTepusnpar C No-Majko
60/1Ka, No-KpPaTKo 06e3aBMKBaAHE, MO-HUCKA LEHA U NO-MaNbK XMPYPrUYeH pUCK. BpemeHHo
HaNpPaBAABAHMAT PACTEX CbLLO e aNTEePHATUBA HA NepPMaHEeHTHO PpUKcMpaHe Ha du3aTa n Nopaam ToBa,
B paMKUTe Ha NOeTanHWA NOAXoA, cneasa Aa 6bae Nbpeu M3b0p Ha XMpPypra 3a KOPEKLUUA NPy OTBOPEHA
duza.

AHanM3MpaHUTe AaHHW CbLLO TaKa NpeanonaraT, Ye BpeMmeHHaTa xemuenndusmoaesa ypes nocraBaHe
Ha N1IaCTUHA WM NOCTaBAHE Ha CKOOM MOXKe Aa 6bae YCNOoXKHEHA OT NpeXKAeBpeMeHHO 3aTBapAHe Ha
¢$un3aTa, NOBTOPEH NEpPMOA Ha YCKOPEH pacTeX MM MUrpaumsa Ha GUKCATOPHUTE eNEMEHTM.
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Pe3lome Ha 6e30nNacHOCTTa U KIMHUYHUTE XapPaKTePUCTUKHN

Cucmemu ¢ nao4u 3a HanpaenaeaH pacmexc (GGPS)

BbnpeKku ToBa, U3rnexaa, Ye YCNOKHEHMATA ca NO-Ma/lko NPU M3MNON3BAHE Ha eKCTPANnepPUoCTanHUA
MEeTOZ, C NJioYa ¢ 2 0OTBOpPA M MNOJI3UTE OT TaKMBa NOAXOAM BCE OLLE HAZBWULLABAT CBbP3aHUTE PUCKOBE.
BCbLLHOCT T€3M AaHHM NOKA3BaT, Ye HEMOCTOAHHUTE XemuenudpusapHu u enndusapHmn Noaxoam ce
M3M0/13BaT MHOIO MO-YECTO OT NMOCTOAHHUTE METOAM KaTo 0CTeoToMMA. TOBA Ce AbXKM FNABHO Ha $aKTa,
ye OCTEOTOMMATA He rapaHTMPa HeBH30OHOBABAHE Ha CUMMNTOMUTE U B CbLLOTO BPEME € NO-UHBA3MBHA B
CpaBHeEHMeE C MeTOAMTE 33 HanpaB/ABaH PaCcTeX.

OT KAMHWYHUTE AaHHW CTaBa ACHO, Ye nevyeHmeTo ¢ GGPS nma cpegHa NPoOAb/IKUTENHOCT OT
npubamsmtenHo 1 roguHa. leictBuTeNnHaTa NPOABAKUTENHOCT Ha IEYEHMETO LLLe Bapupa B 3aBUCMMOCT
oT o6ema Ha KopeKuusaTa, KoaTo TpAbBa Aa ce U3BbPLUK, M Bb3PacTTa U pacTerKa, KOWTo ocTaBa Ha
naumneHTa. Korato 1e4eHNeTo NPUKIIOYN, XMPYPrbT TPAOBA Aa peLwun Kora Aa OTCTPaHW MMNIAHTUTE.

3a nauMeHTH, KOUTO BCe OLLE MMAT OCTAaTbYEH PACTeX C/iel NPUKAOYBAHE Ha Ie4EeHMETO, [OKATO
nsgenneto paboTu M KOCTTa BCe OLLe pacTe, ce NpenopbyBa OTCTPaHABaHE Ha MMMAHTUTE, KOraTo
JIeYEeHUETO MPUKJIOYM, CNe0BaATE/HO KOraTo Ce NOCTUTHE KeNaHaTa Kopekuma. YecTtoTaTta Ha ciydyauTe
Ha OTCTPaHABAHEe Ha UMMNAHTA NPU HENJIAHUPAHA ONepaLMa 33 OTCTPAHABAHE HA MMMJIAHT, KOATO He e
nopagy Kpan Ha neveHueTo, e nog 10%.

3.2. WNHbopmauma 3a Npeaxo4HO NOKONEHME(R) UM BapnaHTU M ONUCAHKE Ha PasANKKUTE

Cucmema c¢ naovu 3a HanpasasseaH pacmexc Plus (GGPSP) e HoBO nokoneHve Ha Cucmemu 3d
HanpaenasaH pacmexc (GGS).
B Tabanua 1 e npepcraBeHo 0606LLEHME HA OCHOBHUTE Pas3IKM MeXKAY ABETE U3LeNuns.

Tabnuya 1: CpasHeHue mexdy GGS u GGPSP

GGS

GGPSP

nao4u

OUANA3OH HA
PASMEPUTE HA
MWMNNAHTUPALLUTE
CE KOMNOHEHTH

ocmoBuaHa naova: [ 12mm, [ 16mm
yeTBOpHa naova: [, 16mm, [ 22mm

ocmoBMAHa naova: [, 12mm, [ 16mm,
A 20mm
yeTBOpHa naoYa: [, 16mm, [1 22mm

WNIOCTPALMA HA
OCMOBUAHA
NI0YA

(HE E B MALLIAB)

G0

WNIOCTPALIMA HA
YETBOPHA M/I0YA
(HE E B MALLIAB)

G0
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Pe3iome Ha 6e30NacHOCTTA U KJIMHUYHUTE XapPaKTepucTtukm
Cucmemu ¢ nao4u 3a HanpaenaeaH pacmexc (GGPS)

GGS GGPSP

M aBeTe BepCcUU — OCMOBUAHA M YETBOPHA M/10Ya — Ca C KOHTYPHa CTeCcHeHa vacT

M HUCBK Npodun 3a NnegmatpuyHa ynorpeba.

n Asete BepC MMaT NUAEHTUYHU KOHCTPYKTUBHU NapamMeTpu, C USK1to4YeHne Ha

cnefHoTo:

. LLinpuHaTa Ha y4yacTbKa, KOATO ce yBennyaBa npu nokosneHueto Plus

o Obua aebenmHa Ha npodmna Ha UMNNaHTa (NaoYa + BUHTOBE), KOATO e No-
MaJiKa B nokosieHueTo Plus, HO TOBa He NOBAMABA Ha AKOCTHUTE

OW3ANH HA NNIOYA: XapaKTePUCTUKKU Ha niouunTe.
CPABHEHME MEXAY
MbPBOTO BpoAT Ha ToYKMTe 3a PUKCMpaHe OCTaBa HEMPOMEHEH NPU NbPBOTO NOKOIEHWE U

npu nokoneHueto Plus:

. LLeHTPA/IHUAT OTBOP B M/IOYMTE € 33 UMMNIaHTUPaHE Ha BPEMEHEeH
HanpasnAgaw, 60T, 3a Aa noAnomara NPeLM3HOTO NoCTaBAHE U
OTCTpaHABaHe Ha camaTa naova

. OCMOBMAHMWTE NJI0YM Ce MPUKPENBAT Ypes ABa BUHTA KbM ropHaTta
NMOBbPXHOCT Ha KOCTTa Haj, pacTeskHaTa NioyKa

. YeTBOPHUTE NJI0YM Ce MPUKPEeNnBaT Ypes YeTUPU BUHTA KbM ropHaTa
NMOBbPXHOCT Ha KOCTTa Haj, pacTeskHaTa NaoyKa

NOKOJIEHUE U
NOKOJIEHUE PLUS

Hepbxaaema ctomaHa: AlSI 316L 8 TutaH: Ti6AI4V B cboTBETCTBME C
cvoTeeTcTame ¢ ISO5832/ASTM F138 ISO5832/ASTM F136
MATEPUAN TwuTaH: Ti6Al4V B cbOTBETCTBUE C
ISO5832/ASTM F136

BUHTOBE

AOWANA3O0OH HA @ 4.5mm e HaAMYeH KaKTo 3a TBbPAaATa,

@ 4.5mm e Ha/MYeH KaKTo 3a

PASMEPUTE HA TBbDAATA. TAKa M B KAHIOADAHATA TaKa M B KaHIOAMpaHaTa Bepcua
MMNNAHTUPALLUUTE Be IZ/:H ’ P @ 3.5mm e HafMYyeH camo 3a TBbpaaTa
CE KOMMOHEHTY P BepcuA

WNIOCTPALIMA HA
BUHTA
(HE E B MALLIAB)
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Pe3lome Ha 6e30nNacHOCTTa U KIMHUYHUTE XapPaKTepucTtukm

Cucmemu ¢ nao4u 3a HanpaenaeaH pacmexc (GGPS)

GGS

GGPSP

JOU3AMH HA N/NI0YA:
CPABHEHUE MEXAY

MbPBOTO
MNOKOJIEHUE U

MNOKOJIEHUE PLUS

EAnMHCTBEHaTa NPpOMAHA B AM3aliHa Ha BUHTOBETE NpWU NokoneHue Plus e
CBbp3aHa ¢ HUCKMA NpoduMa: NO-Masika BUHTOBA rN1aBa, 3a Aa N03BO/M Mo-
AbNIOOKOTO My HaB/IM3aHe B NJioyaTa. BCbWHOCT BUHTBT Ha nokoseHueTo Plus
MMa cbliaTa pesba 1 pasmep Ha BOAELLMA eIEMEHT, KAKTO MbPBOTO MOKONEHME.

MATEPUAN

Hepbvkagaema ctomaHa: AlSI 316L B
cbvoTteeTcTaume ¢ ISO5832/ASTM F138

TutaH: TibAl4V B cboTBeTCTBME C
ISO5832/ASTM F136

TutaH: TibAl4V B cboTBeTCTBME C
ISO5832/ASTM F136

Cr/IOBKA (N/I0YA U BUHT)

UNIOCTPALIUA i
HA CT/TOBKATA }
(HE E B MALLLAB)
HA NbPBOTO
NOKOJIEHUE

feomeTpMyHMTE NapaMeTpPU Ha NOBBPXHOCTTA Ha F/1aBaTa, BAM3alla B Cr10bKaTa,
OV3ANH HA Ha GGPSP ca eKBMBaNeHTHWN Ha Te3M Ha NbPBOTO NOKoneHUe. CnegoBaTesnHo,
CrNNOBKATA: HEe3aBMCUMMO OT pa3Mepa Ha nJsioyara, criobKaTa (nao4a U BUHT) OT NOKOJIEHMETO
CPABHEHUE Plus nsrnexpga no cblMA HAYUH ced UMMNAaHTUPAHE, KAKTO U3reXaa MbpBOTO
MEXOY NOKONEHUE, KaKTO e NoKasaHo no-rope. OcBeH TOBa CbLLaTa UAKOCTPaLMA NOKaA3Ba,
MbPBOTO ye obwiaTa BUCOUYMHA HA cMCTEMATa e No-Masika (3.5mm) oT Tas3u Npu MbPBOTO
NOKOJNEHUE U nokosnexHue (4.1mm).
NMOKOJIEHUE To3m acneKkT oTpasnasa KoHOUrypaumaTa Ha cMcTemaTa B paHHUA cnegonepaTuBeH
PLUS nepuos 1 e cBbp3aH ¢ 60/1KaTa M NOHOCMMOCTTA Ha NaLMEHTa: HAUCTUHA MNo-

HUCKUNAT I'IpO(bMI'I NOTEHUWANIHO € CBbP3aH C no-p,o6pa NMOHOCUMOCT.
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Pe3lome Ha 6e30nNacHOCTTa U KIMHUYHUTE XapPaKTePUCTUKHN

Cucmemu ¢ nao4u 3a HanpaenaeaH pacmexc (GGPS)

UNIOCTPALUA
HA CI/TOBKATA
(HE E B MALLIAB)
HA NOKOJIEHUE
PLUS

Y -
OU3AMH HA Mo Bpeme Ha NeYeHNEeTo, KOraTo BUHTOBETE AOCTUIHAT MAaKCMMATHMA CU BIbA Ha
CrNOBKATA: oTBapsHe, obwata BUCOYMHA Ha UMNMNIaHTa OT NoKkoaeHue Plus e eKBUBaNEHTHA C
CPABHEHUE Ta3n Ha NbPBOTO NOKoAeHue: 4.5mm, KakTo € NOKa3aHo no-rope.
MEXAY Tbi KaTo ROM (gMana3oH Ha ABUXKeHUe) Ha BUHToBeTe Ha GGPSP B nsioyaTa e no-
NbPBOTO ronsim oT TO3U1 NP MbPBOTO NOKOJIEHWE, BpEMETO, HE0BX0AMMO 33 AOCTUTaHe Ha
NMOKOJIEHUE U MaKCMMaIHATa aHrynauma, e Nno-4bAro: ToBa NOTEHUMANHO NO3BOIABA NO-Ab/Tbl
MOKOJNIEHUE nepuoa Ha nevyeHne U cnefoBaTeIHO NO-rONAMA KOpPeKLUA.
PLUS

3.3. OnucaHue Ha BCUYKM aKcecoapu, KOUTO ca NpeaHa3HayeHu 3a U3Noa3BaHe 3aeHO C U3LEeNUETO

AKcecoapuTe, KOUTO No3sosABaT GGS Aa ce M3N0/13Ba B CbOTBETCTBME C NpeAHa3HaYeHNeTo My,
cbrnacHo yneH 2 ot MDR 2017/745, ca usbpoexu B Tabavua 2

Tabauya 2: Cnucvk Ha akcecoapume Ha GGS

KATAJIOXKEH OMWUCAHME NPUHLUMN HA YIIOTPEBA HA USAE/IUETO
HOMEP
DHO0454CE MNNOCKU KNELWLN 3A GUIDED GROWTH PLATE M3penne c pb4HO MaHUNyAUpPaAHe, KOETO OrbBa

MMNAAHTUPYeMUTE U3genus 40 Nnoaxoaawa
aHaToMM4yHa dopma.

DHO0455CE MWKPO TPECHOTKA C AO CbEAUHUTEN, PbYHO YCTPOICTBO, KOETO Ce NPMKPEnBa KbM Kpas Ha
KAHIO/TMPAHA XUPYPrUYecKn MHCTPYMEHT (Hanp. oc Ha OTBEpPTKa),

3a Aa N03BO/IM HA MeANUUNHCKNA cneunanunct ga
M3BbpLWBa MaHUNyNaUUKU C UHCTPYMEHTA.

450336CE MPA3HA KYTUA HA CUCTEMA C N/1I04N 3A MpaseH cba, (MK YacT OT Hero), NpeaocTaBALy,
HAMPAB/IABAH PACTEX noaxo4ALL0 MACTO 3a NOCTAaBAHE HA U34eNNA, KOUTO

GP801CE TABA 3A CTEPUNU3AUMNA, MPA3HA, HAMPAB/IABAH TpAbBa Aa 6bAaT cTepuAn3npaHm npeam ynotpeba
PACTEX BbpXY MNaLMeHTa Cbr1acHO UHCTPYKLUUTE Ha

GP901CE KYTMA 3A CTEPUNIN3ALIMA 3A CUCTEMA 3A nponssoauTens. TasaTa TpaGea Aa 6bae 068UTa C
HANPAB/IAIBAH PACTEX (HEPbX/IAEMA CTOMAHA), | 0406peHo $ono 3a cTepuansaums uam Aa bae

MPA3HA

NnocCTaBeHa B TBbPA KOHTeﬁHep 3a cTepnnnsauma, 3a
Aa ce nNpeaoTspaTv 3ambpcAaBaHe cien CTepuansauma.
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Pe3slome Ha 6e30nacHOCTTa U KAIMHUYHUTE XapPaKTepPUCTUKun
Cucmemu ¢ nao4u 3a HanpaenaeaH pacmexc (GGPS)

AKcecoapuTe, KOMTO NO3BOAABAT Aa ce n3nonssa GGPSP B cboTBETCTBME C NPEeAHA3HAYEHMETO MY,
cbrnacHo yneH 2 ot MDR 2017/745, ca nsbpoexu 8 Tabanua 3.

Tabauya 3: Cnucvk Ha akcecoapume Ha GGPSP

KATAJIOXXEH OMNWUCAHUE NPUHLUMUN HA YNOTPEBA HA U3AE/TUETO
HOMEP
180015 NNOCKWN KNELLW 3A GUIDED GROWTH PLATE N3penve c pby4HO MaHMNyIMPaAHe, KOETO OrbBa

UMMNAAHTUPYEMUTE U34EeNNA 40 NOAXOAALLA
aHaTomM4yHa dopma.

180990 MPA3HA KYTUA 3A CTEPUITUIALNA MpaseH cba (MK YacT OT Hero), NpeaoCcTaBALY,
NoAX0AALO MACTO 33 NOCTaBsAHE Ha U34enna, KOUTo
180991 MPA3HA KYTUA 3A EIGHT PLATE PLUS TpabBa ga 6bAAT cTepuaManpaHn npegu ynotpeba

BbPXY NaLMEHTa CbINAaCHO MHCTPYKLMUTE Ha

180992 MPA3HA KYTUA 3A YETBOPHA N/104A PLUS npow3soauTens. Tapata TpAGBEA A3 6be 06BUTA C
04,06peHo $onro 3a cTepuansauma uam aa bvae
180993 MPA3HA KYTUA 3A PA3SLLUMPEHA TAMA PLUS o
nocTaBeHa B TBbPA, KOHTEMHEP 3a CTepUaM3aums, 3a
180995 OCHOBA HA KYTUA 3A CTEPUNU3ALMA Aa Ce MPEAO0TBPATI 3aMBPCABAHE C/IEA
cTepuansaums.
180996 KANAK HA KYTUA 3A CTEPUNU3ALNA

3.4. OnwncaHWe Ha BCUYKM APYTU U3LENWA U NPOAYKTH, KOMTO Ca npegHa3Ha4YeHu 3a U3nos3BaHe 3aeaHo
C U3fenmeTo

WHCTpyMeHTUTE 33 NOCTaBsAHE UM OTCTPaHSABAHe Ha NJ0YM U BUHTOBE Ca M3B6POEHM M ONUCAHM HAKPATKO

no-gosny. Mo-nofpobHo onvcaHMe Ha ynoTpebaTa Ha MHCTPYMEHTUTE MO BPeMe Ha XMPYpPruyHaTa

npoueaypa e 4afeHo B CNELManHOTO PbKOBOACTBO MO ONEPaTUBHU TEXHWUKM.

CrnucvbK Ha UHcmpymeHmapuyma 3a GGS

KATAZIOXXEH  OMUCAHME APUHLUNN HA YNIOTPEBA HA U3AETUETO
| HOMEP .

GP520CE KAHKOJIMPAHO CBPEO/10 ANAM. 3.2MM CbC Ctebn0 ¢ NpaBu, CNUPANOBULHU U KOHTYPHM
CbEOUHUTEN 3A BbP3A BPBH3KA 6pa3am, KOMTO AeNCTBAT KAaTo peXKeLLm NoBbPXHOCTH,

99-GP520CE KAHIONTMPAHO CBPEATIO ANAM. 3.2MM C BbP3A npeaHasHayeHn Aa NpobuAT oTBOP B KOCTTa 3a
BPB3KA, CTEPUTHO NocTaBAHe Ha Pa3NNUYHM OpTONEANYHM usgenua. To

GP520JP KAHIONTMPAHO CBPEATI0, OCMOBUAHA MTOYKA, Mmoxke Aa 6bae NprUKpeneH Kbm ApbiKKa nu
3.2MM, EbP3A BPB3KA efnlekTpuyecka bopmallnHa 33 PbYHO UM MEXAHUYHO

BbpTEHE.
GP540CE K-TEN AUAM.1.6MM A. 150MM ObAbr ThHBK NPT, KOUTO 3a4bPKa U3LeNNeTo B

npasuIHaTa Nno3nuyua.
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Pe3slome Ha 6e30nNacHOCTTA U KAMHUYHUTE XapPaKTepPUCTUKun
Cucmemu ¢ nao4u 3a HanpaenaeaH pacmexc (GGPS)

CriucbK Ha XUpypauyvecku UHCMpPyMeHmMu 3a MHO20KpamHa yrnompeba 3a GGS

KATAJIOXEH OMNWUCAHUE

HOMEP
DHO0456CE

GP510CE

GP510JP

DHO0457CE

DHO0464CE

GP530CE

GP530JP

DHO0474CE

KAHIO/IMPAH ANAM. 3.5MM WECTOCTEHEH BPBbX
3A TAMKOBEPT CbC CbEAMHUTEN 3A BbP3A BPb3KA
KAHIO/IMPAHA OTBEPTKA 3.5MM

OTBEPTKA, OCMOBWUAHA NM/I0YA, 3.5MM,
KAHIOJ/TMPAHA, CE
PBKAB 3A BUHTOBE 3A OC C UAM. 5 MM

ObPXAY 3A MN/104M 3A HAMPABNABAH PACTEX
BOJAY 3A CBPEAJ10
BOJAY 3A CBPEAJ/10, OCMOBUAHA MI0YA

EKCTPAKTOP 3A BUHTOBE 3A HAMPABJ/IABAH
PACTEX

CnucvbK Ha uHcmpymeHmapuyma 3a GGPSP

NPUHLUN HA YNOTPEBA HA U3AE/TUETO

M3penve, KOeTo ce CBbP3Ba C e/1eMeHT 3a NpuiaraHe
Ha BbpTEHe 3a 3aBMUBaHe, pa3BUBaHe, CTATaHe,
pasxnabsaHe, OTCTpaHABaHE HA BUHT N0 Bpeme Ha
XMpYpruyHa npoueaypa.

W3penve, KOeTo eaHOBPEMEHHO pa3nosiara, nocTass
noA, brb/l U HACOYBA APYrM M3aenus (Hanpumep
BMHTOBE, TE/I0BE AW BbPTALLM ce BOpMaLLNHKM) BbPXY
KOCTTa. B HAKOM C/lydam TO CbLLO Npeanassa OKOAHUTE
MeKU TbKaHW, AOKATO BUHTDLT, TenTa unum
H6opmalumHaTa paboTarT.

PbyHO U3penmne, KOETO U3BMYA MMMNAHTUPAHOTO
YCTPOWCTBO OT TANOTO.

Moxe aa ce n3nonssa c XMPypruyeckn Yyk nam
AbPBEH YYK 33 U3BaXKAaHe Ha UMMNAaHTa Cropeg,
cneunduUYHUTE NOKasaHMA 3a ynotpeba.

‘ :?)LAS:)KEH OMUCAHUE NPUHLUMN HA YIIOTPEBA HA USAE/IUETO
N3penune, KoeTo ce cBbP3Ba C eNemMeHT 3a NpuaaraHe
180020 CAMO3ALBPXALLA CE KAHIO/TMPAHA OTBEPTKA Ha BbpTeHe 3a 3aBMBaHe, pa3BuBaHe, CTAraHe,
LUECTOCTEHHA 3.5MM pa3xnabBaHe, OTCTpaHABaHe Ha BUHT MO Bpeme Ha
XVpypruyHa npoueaypa.
KAHIO/IMPAHO CBPEA/10 ANAM. 2.4MM C BbP3A CTebn10 ¢ NpaBu, CNMPaNOBUAHN UK KOHTYPHM
180010 3
BPB3KA 6pasan, KOUTO AeNCTBaT KaTo PeskeL NOBbPXHOCTH,
KAHIOMMPAH METYMK OUAM. 3.5MM C BbP3A npegHasHavyeHu ga NpobuAT OTBOP B KOCTTA 3a
180035
BPB3KA nocrasaHe Ha pas/ivyHU OpTONEANYHN U3Lenuna.
99-180010 KAHKOTMPAHO CBPEA/IO AMAM. 2.4MM C BbP3A To moxe fa 6bae NpUKpeneH KbM APbiKKa UK
; BPB3KA — CTEPU/THO eNlekTpuyecka 6opmaLnHa 3a PbYHO UM MEXAHUYHO
KAHIOTMPAH METYUK AVUAM. 3.5MM C BbP3A BbpTEHE.
99-180035 BPB3KA — CTEPU/IEH
99-GP540CE | K-TE/l AMAM. 1.6MM [ 150MM, CTEPU/THA Ab/Tor ToHBK MPBT, KOUTO 33AbPKA U3AE/METO B

npasuaHaTa NoO3nUUA.
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Pe3lome Ha 6e30nNacHOCTTa U KIMHUYHUTE XapPaKTePUCTUKHN

Cucmemu ¢ nao4u 3a HanpaenaeaH pacmexc (GGPS)

CrucyK Ha Xupypau4ecku UHCMpyMeHmu 3a MHo20KpamHa ynompeba 3a GGPSP

KATAJIOXKEH  OMNWUCAHME MNPUHLUMN HA YNIOTPEBA HA U3AE/IUETO
HOMEP
DHO0464CE OBPXAY 3A NN104YN 3A HANPABNABAH PACTEX M3penve, KOETO e4HOBPEMEHHO pa3nosiara, NocTass

noZ brb/l ¥ HAaco4YBa ApPYyru usaenms (Hanpumep

180005 BOZAY 3A CBPEA/10 BUHTOBE, TE/IOBE MW BbPTALLM Ce GOPMalLIMHIM) BbPXY
KOCTTa. B HAKOM cnyyaum To CbLLO Npeanassa
OKOJIHUTE MEKM TbKaHM, AOKATO BUHTLT, TENTA UK
6opmalumHaTa paboTar.

DH0474CE EKCTPAKTOP 3A BUHTOBE 3A HAMPAB/TABAH PbyHO n3genue, KOeTo M3BAMYA UMNNAHTUPAHOTO

PACTEX YCTPOMCTBO OT TAN0TO. MoXe Aa ce M3nos3sa
XUPYPrUyecku YyK Ui AbpBEH YyK 32 U3BaXK4aHe Ha
MMMJIaHTa cnopeg, cneumdryHNTE NOKa3aHUs 3a
ynotpeba.

4. PUCKOBE /M NPEOYMPEXAOEHNA

4.1. OcTaTb4HM PUCKOBE U HEXENaHU ePeKTU
He BCUYKM XMpPYpruyHM onepaLmm BOAAT A0 yCneweH pe3yntat. Bb3HMKBAHETO Ha AONBAHUTENHN

YCNOXK

HEeHUA e Bb3MOXHO MO BCAKO Bpeme nopagy HenpasuaHa ynotpeba, MeanLMHCKM NPUYUHK UK

nospeja Ha usaenuneto. Te N3UCKBAT NOBTOPHA XMPYPrnuiHa MHTEePBEHLUMA, 33 a Cce NpemaxHe uan ga ce

3aMeH

n MeagnunHCKOTO nsaenne.

MpeponepaTUBHUTE N ONEPATUBHUTE NPOLLEAYPU, BKIIOYMTENHO NO3HABAHETO HA XMPYPrUYHUTE
TEXHWKK, U NPABUNHUAT U360P M NOCTAaBAHE HA M34eMETO Ca BaXKHM YCIOBMA 33 YCMELHOTO M3N0A3BaHe
Ha U34,e/MeTO OT MEeAULMHCKMA CNELMANNCT.

Bb3MOXKHUTE HeXeNaHu peakLmu BCaeAcTBME Ha ynoTpebaTa Ha cucTtemumTe ¢ NA0YM 33 HanpasasaBaH
pacTex ca:

60/1Ka M CKOBAHOCT Ha MACTOTO Ha onepauuaTa (nog 5%);

yBpeXKAaHe Ha pacTeXkHaTa nioyka (nog 5%);

obpaTeH edeKT AN HEBB3MOMKHOCT Aa Ce NMOCTUTHE KenaHaTa KopeKLUMsA U Bb3MOXHa
cBpbXKOpekums (nog 10%);

CYynBaHe Ha nJsioyaTa UK pasxnabeaHe, U3KPMBABAHE UM CYYNBaHE Ha KOCTHUTE BUHTOBE (Nog,
10%);

YCNOXHEHUA, CBbP3aHM C YYBCTBUTENHOCT KbM MeTar;

XapaKTepHU PUCKOBE, CBbP3aHM C aHecTe3nATa U onepaTMBHaTa Hameca, KaTo HbeKuusa (noa 5%)
M HaMasieH Auanas3oH Ha ABuxKeHusTa (nog 5%).

4.2. MNpenynpexaeHua n npeanasHy Mepku
NPEAYNPEXAEHWNA

MnoumTe ca NnpeasapuTenHO orbHaTH Ha 10 rpaayca v moraT Aa 6baaT orbHaTH ¢ owwe 10 rpagyca
3a NO-TEXKM aHaTOMUYHM KOCTHU KOHTYpu. OrbBaHe oT Hag, 20 rpagyca moke Aa AoBeje Ao
KOHTY31A UM HOBA OMepauus Nopagm cyynBaHe.
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OcobeHo TpsabBa Aa ce BHUMaBa KOCTHWUTE BUHTOBE Aa He NpobuBaT CTaBM U @ He HAHACAT LWEeTH
No pacTexXHuUTe Nao4Yu npu nogpacrtealim geda.

KocTHUTe NNacTUHU 1 BUHTOBETE He Tpﬂ6Ba Aa ce N3non3sat NOBTOPHO. BansaHeTo Ha UMNAAHT B
KOHTaKT C TeJiecHa TeYHOCT ro NpaBu HeroAeH 3a NoBTopHa ynotpe6ba. B ciyyait ye nma
HeobxoaMMOCT OT NPENO3MLUNOHUPAHE Ha UMNNAHTK, TPAOBA Aa Ce U3M0/13BaT HOBU UMMAAHTW.
ToBa n3genue He e 0g06pPEHO 3a 3aKpenBaHe Ypes BUHT UK GMKcaLMa KbM NOCTEPUOPHUTE
efieMeHTH (NeaMKyInUTe) Ha LepBMKanHaTa, rpbgHaTa uamM aymbanHarta yacT Ha rpbbHaKa.

NPEANA3SHUN MEPKH

3aBuiiTe BUHTOBETE C MPOMEHAUBA CMNA, AOKATO Te BAA3aT HAaMbAHO B Nao4YaTta U nao4aTa e
HapaBHO C KOCTTa.

Mpean fa noctaBuTe BUHTOBETE, TPAGBa Aa ce yBepuUTe, Ye NnioyaTa e HapaBHO C KOCTTa, ako e
HeobxoAMMmo orbHeTe A AonbAHUTeNHOo ¢ Ao 10 rpaayca.

He 3aBuBaliTe caMoHape3HUTE BUHTOBE C e/IeKTPUYECKMA CBPeaesl, CaMo PbYHO.

BHMMaBaiTe Aa He NpeHaBMBaTe CaMOHape3HMTe BUHTOBE U CripeTe BeAHara, oM BUHTBT cripe
MeXaHWYHO.

M3non3BaiTe noaxoaaliy efieMeHTU 3a npobusaHe Npu NpeaBapuTenHO NpobuBaHe.

Cnepn noctaBsiHe ce yBepeTe, Ye MMIMIAHTUTE ca MO3ULMOHMPAHM NPaBUIHO Mo BU3yasiHa
WHTEeH3NUKaLMA.

MN3bepeTe noaxoAAWMTE KOMMOHEHTU Ha MUMNIaHTUTE. ObmucneTe ynoTpebaTta Ha TBbPAU
BMHTOBE 3a MaLMEHTM CbC 3aTNbCTABAHE U/WIM KOraTo NaaHupaTte Ab/Abr Nepuos Ha iedeHue.
KoMBUHMPaHETO Ha MMMNIAHTM OT HECXOAHW MaTepuanm MoXKe Aa Aosede A0 raaBaHUYHa
Koposua.

Bcuuku usgenus Ha Orthofix Tpabsa ga ce M3no0a3BaT 3ae4HO CbC CbOTBETHUTE MMMIAHTU, KOMMOHEHTMH,
aKkcecoapu u MHCTpymeHTU Ha Orthofix, KaTo ce cnassa npenopbyaHaTa OT NPOM3BOAUTENA ONepaTUBHA
TexHuKa. Orthofix He rapaHTUpa 6e3onacHocTTa U edeKTUBHOCTTa Ha Cucmemama 3a HanpasA8aH
pacmex v HeiHaTa Cucmema ¢ Na04u 3a HAMNpasaaeaH pacmex Plus oT HOBO MOKOJIEHWE, KOraTo ce
W3MN0/13BaT C U34e/1MA Ha APYrv NPOU3BOAUTENN UK C ApYyTru nsgenus Ha Orthofix, ako Te He ca
cneumanHo NOCoYeHM B PbKOBOACTBOTO 3a ONepaTMBHaTa TEXHUKA.

4.3. [pyrv pesieBaHTHM acnekT Ha 6e30MacHOCTTa, BK/IKOYUTENHO BCAKO AeiCcTBUe 3a 6e30nacHOCT Ha

mAacto (FSN nnu FSCA), ako e npunoxxmmo

He e npunoxkumo (Hama FSCA 3a GGPS).
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5. PE3IOME HA KNIMHUYHATA OLEHKA U NOCTMAPKETUHIOBO KTMHAYHO HABTIOAEHWNE

5.1. O606uieHne Ha KAMHUYHNUTE AaHHU, CBBP3aHMU C EKBUBAIEHTHO M34€/1Me, aKO € NPUNOKUMO
He e npuaoxumo.

5.2. 0606uieHne Ha KAMHUYHWUTE JaHHUW OT NPOBEAEHM U3C/eABaHUA Ha U34e/INeTO Npeau
mapkupaHeto ¢ CE, ako e npunoxmmo
He e npunoxumo. GGPS Beye ce npegsara Ha nasapa.

5.3. 0606uieHne Ha KAMHUYHWUTE JaHHU OT APYrv U3TOYHULM, aKO € MPUIOKUMO

He e npunoxnmo, Toii KaTto noHactosawem Orthofix Srl npunara nnax 3a PMCF, KonTo We ce akTyanusmpa
€XeroZlHo M KOMTO Le reHepupa Aoknag 3a PMCF cbuio exerogHo. lMNpes cneapawmuTe meceum e ce
M3MbJIHABA aKTUBHO HabnogeHuMe BbPXYy U3AENMETO M CbOTBETHO To3W pasgen Ha SSCP we 6bae
aKTyanM3MpPaH C NOAXOAALLM KAMHUYHWU AaHHWU OT Apyrn genHoctn Ha PMCF.

5.4. 0O6wWo pe3slome Ha KNMHUYHUTE pe3yaTaTh 1 besonacHocT

MocpeacTsom KanMHUYHa oueHka Orthofix Srl morke aa 3aaBM, e CbLLECTBYBAT A4OCTAaTbYHO KAUHUUYHU
AaHHW B NOAKpPena Ha CbOTBETCTBMETO C M3UCKBAHUATA 33 ePeKTUBHOCT M 6e30MacHOCT, @ UMeHHO 0610
nsancksaHe 1 ot MDR 2017/745.

CboTBETHUTE cTaTuK, NoAbpaHn Ypes CUCTEMATUYHO TbPCeHE Ha CTaTUKM (MOCOYEHM B I0KNAAa 33
K/MHWYHA OLUEHKa), Ca aHanu3npaHu, 3a a ce OTKPUAT Bb3pacTu U BuaoBe gepopmaLmm Ha A b/ KOCTU
Ha naumeHTuTe, nekyBaHu c GGPS. MonyyeHaTa MHGOpMaUMA e npeacTaBeHa B TabanuaTta no-gony:

CpepHa
Bb3pacTt Ananazon Dedopmaumm Ha AbATU KOCTU My6aunkaumm
(Bb3pacros)
(roguuum)
AHrynapHu gedpopmauum
8.9 3-15 Hedbopmaumu ot TMN Baaryc/sapyc Keshet, 2019
7.5 2-14 NanonaTtnuHu/npuaobutin aHrynapHu aedbopmaumm Park, 2017
2 21-29 mec. AHrynapHu aedopmaumu, gbarKalwm ce Ha GokanHa Welborn, 2017
[MCNNa3nsa BbB BNAKHECTUA XPYLUAN
11.9 5.8-14-6 Jedbopmauunm B KOpoHapHaTa paBHUHA; Kadhim, 2017
namnonaTMyHa/BpoaeHa
11.7 4.3-16.5 AHrynapHu gebopmaumm Ha AONHUTE KPaHULN Shin, 2018
11 3-15 BanrycHa aedopmanma Ha KONAHOTO: Eltayeby, 2019
namnonaTmyHa/dmubynapHa xemmmenus
11.8 8.2-14-4 ManonatuyHa BanrycHa aedopmaums Ha KONSHOTO Park, 2018
11.5 8-15 ManonatmuyHa BanrycHa aedopmaums Ha KONSHOTO Martinez, 2019
10r. 8 m. 5.7m-14.2 m Jedbopmauma Ha KonAHATO Vaishya, 2018
11.35 uk NanonaTtnuHu/npuaobutin aHrynapHu aedbopmaumnm Danino, 2018
12 6-20 dedbopmauma Ha KONAHOTO OT TMN GUKCUpPAHA XNeKcua Stiel, 2018
adr.7 m. HeuszeecmeH Oedbopmauyma Ha KoseH Morin, 2018
12 7-16 AHrynapHa gebopmayma reHy Baarym Zajonz, 2017
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CpeaHa

Bb3pacT (frsaplii?;:) [Oedopmauum Ha AbATU KOCTU My6aunkauum
(roguum)
PasmuHaBaHe B Ab/XKUHATA Ha KpaHULUUTE
12 HeuszeecmeH NanonaTtnyHo/npnaobuTo/spoaeHo pasmuHaBaHe B Bayhan, 2017
Ob/XKMHaTa Ha KpakaTa
134 HeuszsecmeH PasmnHaBaHe B Ab/XKMHATa Ha KpaKaTa Borbas, 2019
13 HeuszsecmeH PasmunHaBaHe B Ab/XKMHATa Ha KpaKaTa Stewart, 2013
12.5 HeuszsecmeH BpoaeHo/npnaobuto/HeBpoOrMiHO/MaANONaTUYHO Gaumétou, 2016
pa3muMHaBaHe B Ab/KMHATA HA KpaKaTa
9.4 6.1-13.6 PasmnHaBaHe B Ab/XKMHATa Ha KpakaTa nopagu cuHgpom | Crenshaw, 2018
Ha Proteus
12.6 7-16 PasmunHaBaHe B AbaXKMHATA HA KpaKaTa Pendleton, 2013
11 NA (2 cnyyvas, PasmnHaBaHe B Ab/IKMHATa Ha KpakaTa: HeBpobacToma Lauge-Pedersen
efHa v cblla C MEeTacTasu B MPOKCUMMAHATa TMOMA B 1 cayyaii u
Bb3pacT) BPOAEH HUCBK PbCT BbB 2-pUA Cy4Yail.
12.8 10-16 PasmunHaBaHe B Ab/XKMHATa Ha KpaHUUMTE Siedhoff
10 NA PekypBauua Ha KonaHoTo cned envdusnonesa Kievit, 2013
(1 egnHUueH
cnyyait)
U pBsete
HeuzsecmeH | MNeanaTpuuHu | AHrynapHu gebopmalmm Uan pasmMnHaBaHe B Ab/KMHaTa | Jochymek, 2015
naumeHTn
12.4 10.6-13.6 AHrynapHu gebopmaummn/pasmmnHasaHe B Joeris, 2017
Ab/KMHaATa/aBeTe
10.8 3.7-10.8 Sinha, 2018

AHrynapHu gebopmaumm nnm pasmmHaBaHe B Ob/IKMHATA
Ha KpaKaTa Mo Pas/iMyHU NPUYUHN

CpeaHaTta Bb3pacT Ha BCUYKK IeKYBaHW NaUMeHTU Bapupa oT 2 Ao 13,4 roanHK, KOeTo NOTBbP}KAABA, Ye
BCMYKM pesieBaHTHU M36paHM CTaTUM ce OTHACAT 4,0 NpeaBuaeHaTa Nonynauma, a UMEHHO NeguMaTpUYHM

nauMeHTH c oTBopeHa ¢u13a (noapacTeaiim).

PE3SIOME HA KTMHWUYHWUTE PE3Y/ITATU

KoraTo ce 13noa3Ba Npu yCA0BUATA U LenuTe, npeasnaeHn ot npomssoauTens, GGPS ca NPOEeKTUPaHUN N

Npov3BeAEHU MO TaKbB HAYMH, Ye Aa MoraT epeKTUBHO Aa AeMCTBAT KaTo GMKCATop 33 BPEMEHHO
WMHXMBMpPaHe Ha KOCTHWA pacTeXK OT eAHaTa UM OT ABeTe CTPaHM Ha $u13aTa, U NO-CNeLmanHo:
- Te edeKTMBHO MoraT Aa A0BeAaT A0 YCMellHa KOPeKUma Ha aHrynapHu gepopmaumm
nocpescTBOM BpeMeHHa Xxemnennuousmnosesa B AbrMTe KOCTM Ha CKEIETHO He3pen NaLmeHTH.
- Te edpeKTMBHO MoraT Aa AoBeAaT A0 YCrelHa KOPeKLMs Ha pa3sMMHABaHUSA B Ab/KMHATA Ha
KpaltHuumTe (LLD) nocpeactsom enndusmoaesa npu CKeAeTHO He3pen NaumeHTy.
- Lo ce oTHaca A0 anTepHATUBHUTE Bb3MOXKHOCTM 3a JIe4eHue, yCrnexsT Ha edyeHneTo ¢ GGPS ce

npegpasnonara ot MHOIro d)aKTOpM, KaTO Bb3PaCTTa Ha NauneHTa Npy MMNN1IaHTUPaHE Ha NJ104aTa

M NocoKata Ha AepopmaumnTa.
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Jopu n ga e edeKTUBHO, M3NON3BAHETO HA MEANAJTHU U NaTepPanHU CTAralLM Nao4Yn Npu NeYeHune
Ha LLD e 3HaunTenHo no-6aBHO Npu M3PaBHABAHE Ha Ab/IXKMHATA HA KPAaMHULUTE B CPaBHEHME C
TEeXHUKM ¢ abnaums. To3n ycTaHOBEH epekT MorKe Aa ce 06acHM ¢ dpaKTa, Ye cTarawmTe naoym
BpemeHHo duKcupaT Ppusata, Taka ye ga 3ab6aBAT, a He Aa cnpaT pacTeXka Ha KocTTa. Tpabsa ga ce
npeasuam foCTaTbyHO BPEME, 3@ 4@ MOTaT NJI0YUTE 4@ NOCTUIHAT ONTUMANHUA CU ePeKT BBPXY
3ab6aBAHETO Ha pacTeXa: cnocobHOCTTa MM Aa 3abaBAT pacTexka e No-Masika npes nbpsuTe 6—12
Mecela, I0KaTo ce Cb34aje AOCTaTbYyHO HaNpPeXKeHWe Mo Nao4yaTa, 3a Aa Ce ocurypu puKkcaumsa Ha
dusara.

3abaBeHaTta epeKTUBHOCT Ha CTArallaTa njiova npu iedyeHuneto Ha LLD moxke ga 6bae
H6anaHcMpaHo ¢ NPeaMMCTBOTO Ha 0bpaTMma moaynauma Ha enudusapHUa pacTexk, KosTo
NMo3BO/IAIBA IEYEHNETO HA NO-MasJIKM AeLa M Clef0BaTeNIHO No-AbAbr Nepuos Ha nevenune, 6es ga
ce KomnpomeTmpa bbaelaTa Bb3MOXKHOCT 3a JieyeHue Ha LLD ¢ TexHWKa Ha abnauums.

GGPS, KaTo cTArawa nao4a, B CpaBHeHUe ¢ anTepHaTUBHO AebUHUTUBHO /leyeHMe KaTo abnaTtuBHa
dusanHa enndusmoaesa, npeanara NPeaMMCTBOTO Ha 0bpaTumarta moaysiaums Ha enndusapHma
pacTerK. Taka ce n3barsa Nnpean3BMKATENCTBOTO 3@ OLEHKA Ha KOCTHATa Bb3PacT 33 NPOrHo3mpaHe
Ha NnoTeHLMan 3a pacTex B 6baelle, M NO3BO/IABA SIEYEHMETO Ha MO-MaJIKM AELa U Bb3MOXKHOCT 33
MO-/IECHO CMPaBAHE C YC/IOXKHEHMATA, KOUTO MoraT Aa 6b4aT OTKPUTM PaHO Ype3 BHUMATENHO
HabnogeHue.

KaTto ce umat npeasua nocneaHuTe 4OCTUNKEHUA B 061aCTTa, MHOTO aBTOpPU NpenopbyBaT
cTAralaTa njo4a Kato NbpBO Hanpas/eHWe Ha IeYeHne B TepaneBTUYHUA NOAXOA 33 IeYeHMe Ha
Aedopmaumm Ha SbATU KOCTU, NPU KOETO MbPBUAT onuT 61 6un BpemeHHaTa xemmenudusnogesa.

PE3IOME HA BE3OMNACHOCTTA

KoraTo ce M3noa3Ba Npu yCi0BUATA U 3a LennTe, npeasnaeHn oT Nponus3BoauTens, GGPS ca
NPOEeKTUpPaHn n nponssengeH NO TaKbB HAYUH, 4Ye 6e3onacHOCTTa Ha nauueHTuTe n I'IOTpe6VITefIVITe Aa
He e KoMnpomeTnpaHa, 1 no-cneynanHo:

KonnyecTBeHMAT M KayeCcTBEH aHaNU3 Ha ONnJlakBaHUATa 3a GGPS, nosiyyeHn oT Nasapa, Hanb/HO
CbOTBETCTBAT Ha NOC/IeAHUTE AOCTUNKEHWA B 06/1acTTa (32 eKBMBANIEHTHO M3aenue.

BcAKo ycnoxHeHWe Beye e NPaBWIHO NOCOYEHO B pasaena ,,Bb3moXHN HexenaHu cbbutna“ Ha
JIUCTOBKATa C MHCTPYKLMM 32 ynoTpeba.

B noKymeHTaumATa, npuapyxKasawa GGPS, ce npegoctaBs cboTBeTHA MHGOPMaLUMA 33
notpebutennTe n NaUMEHTUTE, 32 Aa CE HAMANAT, JOKOJIKOTO € Bb3MOXKHO, CBbP3aHUTE C
ynoTtpebata puckose. TakaBa noaxogsaia MHGopmaLmMa HanpMmep e NpeaocTaBeHa B pasgenu
SpeaynpexaeHna“ un ,,MpepnasHn mepKr” Ha MHCTPYKLMUTE 3a ynoTpeba. OcBeH ToBa Npu
NMOWMCKBAHE Te Ce NPeoCTaBAT U B ONUCAHNETO HA XMPYPTUYHUTE CTBINKU B PbKOBOACTBOTO 33
ONepaTUBHUTE TEXHWUKMU.
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5.5. KAnHWYHM nonsu

PesyntaTute OT aHann3a Ha 060CHOBKaTa Ha KAMHUYHUTE NOA3M ca 0606LeHM B Tabanuata no-gony,
KaTo ca MOCOYEHW CTAaTUUTE, KOUTO NOAKPENAT KAMHUYHUTE NOM3N.

MNpeaBUAEHN KAVHUYHM NON3K, 3aABEHU B MHCTPYKLMUTE 33 ynoTpeba

Noakpenawwm ctatumn

MocTeneHHa ekcTpanepmocTanHa KopekLumMa Ha NPUA06UTI UNK BPOAEHM
nedbopmaLv B AbArvTe KOCTU Ypes BpemeHHa GuKcaLms, HeKoMmnpecupalla, Ha
physis Ha nogpacTeawym geua.

[Keshet, 2019]; [Park 2017]; [Welborn 2017]; [Bayhan
2017]; [Joeris 2017]; [Kadhim 2018]; [Shin 2018]; [Sinha
2018]; [Zajonz 2017]; [Jochymek 2015]; [Stewart 2013];
[Gaumétou 2016]; [Kievit 2013]; [Borbas 2019]; [Eltayeby
2019]; [Park 2018]; [Martinez 2019]; [Vaishya 2018];
[Danino 2018]; [Stiel 2018]; [Morin 2018]; [Crenshaw
2018]; [Pendleton 2013]; [Lauge-Pedersen 2013]; [Siedhoff
2014]; [Keshet, 2019]; [Park 2017]; [Welborn 2017]; [Joeris
2017]; [Kadhim 2018]; [Shin 2018]; [Sinha 2018]; [Zajonz
2017]; [Jochymek 2015]; [Kievit 2013]; [Eltayeby 2019];
[Park 2018]; [Martinez 2019]; [Vaishya 2018]; [Danino
2018]; [Stiel 2018]; [Morin 2018]; [Crenshaw 2018];
[Bayhan 2017]; [Joeris 2017]; [Sinha 2018]; [Jochymek
2015]; [Stewart 2013]; [Gaumétou 2016]; [Kievit 2013];
[Borbas 2019]; [Pendleton 2013]; [Lauge-Pedersen 2013];
[Siedhoff 2014]

MuHMManHa NHBA3MBHOCT.

[Keshet, 2019]; [Park 2017]; [Welborn 2017]; [Bayhan
2017]; ]; [Kadhim 2018]; [Shin 2018]; [Sinha 2018]; [Zajonz
2017]; [Jochymek 2015]; [Gaumétou 2016]; [Kievit 2013];
[Borbas 2019]; [Park 2018]; [Martinez 2019]; [Vaishya
2018]; [Danino 2018]; [Stiel 2018]; [Morin 2018];
[Pendleton 2013]

PaHHO HaTOBapBaHe cropes NOHOCMMOCTTa Ha NaLMeHTa U Mo NpeLeHKa Ha
Xupypra.

[Park 2017]; [Welborn 2017]; [Sinha 2018]; [Zajonz 2017];
[Jochymek 2015]; [Gaumétou 2016]; [Borbas 2019];
[Martinez 2019]; [Danino 2018]; [Stiel 2018]; [Morin 2018]

MMnnaHTV OT TUTaHMEBA CMNAaB, C KOMTO ce n3bArsa anepruuHa peakumsa Kbm
HUKen.

MopkpeneHo nHAMpeKTHO oT: [Keshet, 2019]; [Park 2017];
[Welborn 2017]; [Bayhan 2017]; [Joeris 2017]; [Kadhim
2018]; [Shin 2018]; [Sinha 2018]; [Zajonz 2017]; [Jochymek
2015]; [Stewart 2013]; [Gaumétou 2016]; [Kievit 2013];
[Borbas 2019]; [Eltayeby 2019]; [Park 2018]; [Martinez
2019]; [Vaishya 2018]; [Danino 2018]; [Stiel 2018]; [Morin
2018]; [Crenshaw 2018]; [Pendleton 2013]; [Lauge-
Pedersen 2013]; [Siedhoff 2014]

Mo-cneunanHo, OCHOBHUTE KAMHUYHM NON3K (MOCTENEeHHa eKCTpanepmnocTasaHa Kopekumna Ha npuaobutu
WUnn BpoaeHn gedopmaunmn B AbArMTE KOCTU Ype3 BpeMeHHa pUKcaums, HeKomnpecupalla, Ha physis Ha
nogpacTeally Aeua) ce NOAKPENAT OT roAm 6poi HayYHWU KAMHUYHW NYBANKAUWN.

KaTo usan0 1 KbaeTo e cboblaBaHo, aBTOPUTE CbobLLaBaT 3a KopeKuua Ha 6.39° (ananasoH 2.8-9.0°) Ha
m-LDFA 1 Ha 4.73° (ananasoH 4.40-5.30°) Ha MPTA.

CbobuiaBa ce cpefeH NPOLEHT Ha LANOCTHA KopeKuua Ha gedopmauma npubamsutenHo 0.70°/meced,
(amnanasoH 0.36—-0.97°/meceu).

Mo oTHoWeHMe Ha neYeHneTo Ha LLD cpeaHaTa KopeKkuus, KbAeTo e cboblilaBaHa, e 7.66mm (ananasoH
4-12mm), cbe cpeaHa ckopoct ot 0.42mm/mecel, 3a 6eapenaTa KocT 1 0.40mm/meceu, 3a TubuaTa.
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Bbnpeku ye He BUHaru ce cbobLlaBa NPOLEHTBLT Ha YCNeLwHUTe Cy4Yan, Tbil KaTo TOBa He Nonaaa B
06XxBaTa Ha BCMYKM M3C/eABaHUSA, Te Ca B UHTepBasia OT MMHUMYM 66% (Joeris, 2017) 0,0 NO-BUCOKM
npoueHTn Kato 91.6% (Vaishya 2018) n 95% (Morin_2018) unun gopm 100% (Jochymek, 2015; Martinez,
2019; Park, 2017 & 2018; Stiel, 2018; Welborn, 2017; Zajons, 2017) 3a KopeKuuu Ha gebopmauuu n ot
npubnamsutenHo 59% (Joeris, 2017) n 61% (Gaumétou, 2016) ao 75% (Gaumétou, 2016), 78% (Jochymek,
2015) n popm 100% (Bayhan, 2017; Borbas, 2019;) 3a eyeHne Ha pa3smMHaBaHMA Ha AbAXKUHATA Ha
KpanHUuu.

Opyrute KAMHUYHKU NON3K (MUHMMANHA MHBA3MBHOCT, PaHHO NoemaHe Ha Ter/10, MOHOCUMO U No
NpeLeHKa Ha XMpypra, U UMNIaHTU OT TUTAHWEBW CMN1aBuM 3a U3bArBaHe Ha afiepPruyHm peakumum KbM
HUKeN) ca NOAKPENEHU C KAYECTBEHM, NMPEKWN 3aK/OYEHNA OT aBTOpUTE (METOAbT € ONMCcaH KaTo
MWHUMaJIHO MHBa3MBeH B 19 Ny6anKaLMK, KAKTO MOXKe 4a ce BUAM B TabanuaTa no-rope), MHAMKauuu,
KOMTO Ca A3afeHM Ha MaUMEHTUTE, KaKTO e OMNncaHo B cefonepaTUBHUTE FPUKM B pasgena 3a MeToau B
nybavKkaumaTta (paHHO NoeMaHe Ha Te/IeCHOTO Ter10, NOHOCMMO M MO NPELEHKa Ha XMpypra) uam
WHAMPEKTHO — OT INMCaTa Ha YC/IOXKHEHMA, CBBP3aHU C aIepPrMyHM peakuun (C MMMNIaHTMTe OT TUTAHOBA
CMniaB ce u3bAreat afiepruyHm peakuumn KbM HUKen).

5.6. OueHKa Ha nonsa-pucK

MauyeHTUTE OBMKHOBEHO Ce Haco4yBaT 3a OPTONEeAUYHO MHEHUWE NMOPAAM Pa3/IMKa B Ob/XKMHATA HA
KpalHUUmMTE AN HeobuyaliHa aHryNaumMa KONsSIHHa UK rne3eHHa ctaBa. OT CbLECTBEHO 3HaYeHue e
OMUTEH XUPYPT 43 U3BbPLLM MbJIHA OLEHKA Ha Le/iva KpalHUK, 3a Ja uaeHTnduumpa ToyHaTa CTOMHOCT U
NMOCOKa Ha BCAKA aHOMa IHa aHrynauma. EQUHUAT KpaiHUK MOXKe 43 U3Triexaa pasiniHo oT
»HOPMaNHMA" UK 1 ABaTa KpaliHMKa MoraT 4a 6bAaT aHOMAHK, KaKTO KOraTo NauMeHTsT uma X-
0bpasHo nskpueaBaHe (BanrycHa gebopmaums) nam O-obpasHo UsKpuBsBaHe (BapycHa aedpopmaums).

3a uennTe Ha ougeHKaTa Ha puck/nonsa ot GGPS npunoxkeHuneto Ha GGPS ce aHanu3npa, KaTo ce oTynuTaT
CbBpPEMEHHUTE AOCTUNKeHUA B obnacTTa.

KnacmyeckoTo nevyeHne Ha NaToNorMyHn aAHTyN1apHHU ,u,ed)opmau,wm Ha KpaﬁHMLI,VITe € KOPEKTUBHA
octeotomumsa. OcteoTomnnTe obaye M3UCKBAT Xocnunutannsauuma, TpeTupaHe Ha 60ﬂKaTa, O6€3ABM)KBaHe n
3abaBeHO NnoemaHe Ha Te/IeCHOTO TEer/io CbC CMyLlleHnA B exxeaHeBHUA HA4YNH Ha XXUBOT.

AﬂTepHaTI/IBHMTe JleyeHumn ca NocTaBsHe Ha CKObM nnu Tpch¢M3apeH BMHT. CKObUTe ce n3nonseaT oT
MHOI0 roauHn 1 3a TAX UMa NOTBBPAEHN Ppe3ynTaTu. C'bO6LLI,aBaHMTe HeaoCTaTbuu, OT Apyra CTpaHa,
CBbp3aHM C noBpeda Ha MUMNJ1IaHTa, BKIKOYUTETHO MUTPUPAHE, ¢M3a}'IHVI LWNHU NN cHyNBaHE Ha CK06VI,
Ca HaKapain HAKOU Oda Ce€ OTKa*XaT OT Ta3n TEXHUKaA.
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B fonbaHeHWe ckobaTa 3a4bpiKa 40 ef4Ha TpeTa OT KOCTTa B TBbPAA KOMMPECHA U KOPEKUMA MOKe Aa
6bae NOCTMrHaTa caMo Ypes3 aKTUBHOCT B OCTaHasiaTa HEKoMNpecMpaHa KocT. TpaHcpuUsapHUTe BUHTOBE
CblLLO KOMMpecupaT ¢pusanHaTa NAacTMHa U Ce U3MN0JI3BAT NO-CKOPO B KPan Ha pacTexka Npu ekn Ao
ymepeHu gedopmaumm (5— 15 rpagyca)

B rne3eHHaTa cTaBa aHOMa/IHaTa aHryaauma 4ecto cieBsa npeaxoaHa TpaBMma OKO0 AMCTanHaTa
pacTesKHa naacTuHa.

MPUHUMMNBT Ha CUCTEMATA e [la HAacoYBa NOCOKaTa Ha CbOTBETHAaTa pacTeXHa niacTuHa, Kato GpuKcmpa
eflHaTa CTpaHa M 0CTaBA HOpMasiHaTa, HedUKCMpaHa CTpaHa fa pacTe Masiko no-6bps3o0.

3a A4a NoCTUrHe TOBa, XMPYPIrbT NOCTaBA HE3aK/1o4Balla ce NaoYa npes enndusara, Taka Ye aa ce
MOCTaBAT BMHTOBE OT BCAKA CTPaHa. MHCTpyMeHTUTE ca pa3paboTeHn Taka, ye Aa MOMOrHaT Ha XMpypra
[a ro U3MbJ/IHW C TOYHOCT.

OcHOBHUTE NpeaMMCTBa Ha NpoLeaypara ca:

e EAHOAHEBEH NPecToi B 60/HMLA: MUHMMA/THO CMYLLLEHWE HA HOPMAJ/THOTO eXXeaHeBue

o  ®dusnyeckUTe CBOMCTBA HAa KOCTUTE Ca HEMPOMEHEHM, TaKa Ye HOPMaJIHATa aKTUBHOCT € Bb3MOXKHA
HenocpeacTBEHO caes onepauusaTa

e [lpoueaypaTa MOKe 4a Ce HanpaBW Ha BCAKA Bb3PacT, MPU YCI0BUE Ye pacTeXHUTE NAACTUHM BCE
olLLe Ca OTBOPEHMU

e [3bareaHe Ha No-paAMKaHa XMPYpPrMyHa onepaumsa C BUHTOBE, MOCTaBeHM npes enudursata, Uam
Nb/IHA UM YAaCTMYHA OCTEOTOMMA, 33 Aa Ce HamnpaBu KopekuuaTa. Tesn onepaunm HanaraT NnpmMem B
60/1HMLATa M OrpaHMYaBaHe Ha AEHOCTUTE 3a OnpesesieH Nepuog, cnes ToBa.

e Hsma pasnuka B HenocpeacTBeHUTe edeKTM OT NPUIAraHeTo Ha NJoYa BbpXy AUcTanHaTa begpeHa
KOCT, NPOKCMMasiHaTa AN AnUCTanHaTa TMbMA, Taka Ye KOPEKLMATA MOXKE A3 Ce HanpasBu TOYHO Tam,
KbAEeTO e HeobxoaMmo.

e BUMHTOBETE Ce HaK/MaHAT, LOKAaTO KOPEKLMATA NPOAb/IXKABA, MOKA3BaMKM, Ye KOPeKumaTa ce
M3BbPLUIBA MO LAMATa WMPUHA Ha KocTTa. Mpun M3non3BaHe Ha CKoba KOPEKLMATA LLLE Ce OCBLLECTBM
CaMo B KOCTTa, KOAITO He e MOKpUTa oT ckobaTa. Mopaan Tasm NprMuMHa KOpeKLMsATa C OCMOBUAHA
nao4ya moxe ga 6vae ¢ okono 30% no-6bp3a OT Tasum C U3NoA3BaHe Ha CKOOM.

Onepau,MﬂTa TpﬂﬁBa Aa gosene oo edDEKT Ha NOCTENEHHO KOPUrnMpaHe Ha aHOMa/IHaTa aHryaauuAa.
HEO6XOAMMO € rPuXNnBo npocneaAasaHe, 3a Aa Ce rapaHTnpa OTCTPaHABAHETO Ha N104aTa B TOYHUA

MOMEHT, HO 0bVKHOBEHO KOpeKUnATa MOXe Aa 6bp,e MHOTO npeynsHa.

Llenta e aa ce Bb3CcTaHOBMU HOPMaJ/IHa MeXaHNYHa OC Ha KpaﬁHMKa C XOpPM30HTa/IHa KOJIAHHA CTaBa.
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Bb3MOXKHUTE HEMXKENAHWN PeaKL MK BCeACTBME Ha ynoTpebaTa Ha cucTemuTe C 1041 3a HanpasBaABaH
pacTex ca:

e 060/Ka M CKOBAHOCT Ha MACTOTO HA OMEPALUAT];

e yBpexAaHe Ha pacCTerKHaTa NJIoYKa;

L cyynsaHe Ha nao4ata nau pa3xna6BaHe, U3KpnBABaHeE MUTpaLnAa UIN c4ynBaHe Ha KOCTHUTE
BUHTOBE;

®  YC/IOXKHEHMA, CBbP3aHM C YYBCTBUTENHOCT KbM MeTasl;

®  XapaKTepHW PUCKOBE, CBbP3aHM C YNOMKATA M onepaTMBHATaA HaMeca, KaTo MHOEKLMUS U HamaneH
06xBaT Ha ABUXKEHMATa.

e 0bOpaTeH edeKT UM HEBB3MOXKHOCT [ Ce AOCTUIHE Ke/laHaTa KOPeKLMA 1 Bb3MOKHa
CBPbXKOPEKLMSA; B MbPBOHAYanHaTa cepua oT 34 naumneHTn, B 8 oT 65 KOCTHKU cermeHTa belue
nosly4yeH peunams Ha gepopmaumata. Bbe BCeKM OT cayvyaute Tol belle KopurmpaH ypes
NOBTOPEHME Ha NbpBOHAYaAHaTa npoueaypa. To3m BapMuaHT e 3a NpeanoYMTaHe npes, pUcKosBeTe oT
NO-TEXKN YCNOXKHEHMA NPU OCTEOTOMMATA.

NHbEeKUMA Ha paHK, cuynBaHe Ha BUHT WM NaoYa, pa3xnabBaHe Ha BUHTA M IOKanHa 6onKa ca
Bb3MOXKHUTE NOCNEACTBUA OT BCAKO NOCTaBAHE Ha nsoya. Tesn cbbutma obaye no-4yecrto ca
HE3HAUYUTENIHU W IOKANIHUM, TbM KaTo NA0oYMTE Ce NOCTaBAT C MUHMMAZIHO MHBA3MBHA TEXHUKA U
NauMeHTbT MOXKe He3abaBHO Aa Bb30OHOBW HOPMANHUTE CU AeNHOCTU. PelleHMeTo 06MKHOBEHO e 33
JIOKaNHU MEePKK, aHTUBMOTULM N B PELKN C/ly4an — PaHHO OTCTPaHABaHE Ha naouyunTe.

NHbeKumaTa, KOATO HacTbMNBA PAAKO, OOMKHOBEHO pearnpa Ha aHTUBMOTULLM U NOKaIHA Tepanus.

MpegumcTeaTa ca, Yye npoleaypaTa e No-Masko MHBa3WBHA U MPUYMHABA MNO-MaKo CMYLLEHWA B
e)KeHeBMEeTO Ha NaLMeHTa, TbiA KaTo 3a YC/IOXKHEHUATA MMa NPOCTU pelueHua. MNo-paamKkanHure
onepaumm 3a TpaHCPU3apeH BUHT UM OCTEOTOMMA MOraT [a Ce U3BbPLLIBAT CaMO KOraTo pacTeXbT e
MPUK/OYMA, KaTO YCIOKHEHUATA MoraT Aa 6bAaT No-TpaBMaTUUYHM: MOXKe A3 Bb3HMKHE Ab/60Ka
WMH}EKUMA UM He3apacTBaHe UAKM KpaHaTa no3uuma moske Aa 6bae He3aa0BoANTE Ha.
YCN0XHEHMATa NPU NO-paamMKanHa onepaums morat Aa 6bA4aT Cblo U MO-TEXKKM.

A}'ITepHaTI/IBHaTa onepauua 3a d)I/IKcaLI,MFI € NpuaaraHeTo Ha cKoba. OcmoBuaHaTa naovya e KOHCTPYMpPaHa
TaKa, Ye BUHTOBE Aa MOraT Aa Ceé Pa3MUHaBaT NPU HaCTbMNBaHe Ha KOpeKUUA. O6uKHOBEHO pameHaTa Ha
cKobuTte HAMa Aa Ce Pa3sMMHaBaT, TaKa 4e CbluecTtByBa PUCK OT CHYMNMBaHE U 3ary6a Ha NO-HATaTblHA
KOpeKLuunA.

MocTaBAHETO Ha MMMNIAHTUTE OT ABeTe CTPaHM Ha CTaBaTa 3a MHXMBMpPaHe Ha pacTeXKa No3Bo/IABa
Ob/IXKMHATA Ha NO-KbCUS MPOTMBOMOIOXKEH KPaK Aa Cce U3paBHM No-4o6pe. Tasu TeXHWKa MoKe [a ce
M3M0a3Ba NPU pasMMHaBaHUA B Ab/XKMHATA Ha KpaiHuumTe (LLD). Mo-ronemnTe pasmuHaBaHuA B
ABbIXKMHATA Ce IEKYBAT C OCTEOTOMMM (3@ CKbCSABAHE Ha NO-AbArMA KPaK) UAKM KanoTasa (3a yaob/KaBaHe
Ha NO-KbCusA KpaK). Tesn ABe TEXHMKM BK/IIOYBAT OCHOBHM MPOLEAYpPU, C Mb/HA OCTEOTOMMA Ha
6eapeHaTa KOoCT Man TMbMATa U XoA4eHe C NaTepuLLM 1 C YaCTUYHO NoeMaHe Ha TeecHoTO Terio uam bes
noemaHe Ha Ter/io B NPOAbAKEHME HA HAKOJIKO cegMuLM.
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AKo ce 13non3BaT CKobu nnu OoCMoBUNAHU NNACTUHN, HAPYLLABAHETO Ha HOPMaHUTe AEﬁHOCTM e
MWUHUMAZTHO U NAUUEHTUTE MOTaT Aa NPOAb/IKaT Aa U3MNON3BaT KpaﬁHMKa HOPMaHOo.

ObLO 3AK/TIOYEHUE HA OLLEHKATA HA PUCK-TTONI3A

Mpwn ycnosue Ye 00 Kpasa Ha pacTexa MMa N3BECTHO Bpeme, TeXHMKaTa Ha HacoyeH pacTtex ¢ GGPS moxxe
[a NOCTUIHE KOPEeKLMA Ha aHry1apHU gedopmaLmmn B AbATUTE KOCTU Ha AONHUTE KPanHULM.
B cpaBHeHMe ¢ U3N0A3BAHETO HA APYrM METOAM, KAaTO OCTEOTOMMUA, TPAaHCPU3apeH BUHT UM CKOBU, MMa

® 0-MasIko HapyleHWA B eMHOCTMTE Ha NaLueHTa, OTKOIKOTO Npu ApYyrM meTtoam

®  0-masiko 60/1Ka uan HeygobcTBa, OTKONKOTO NpU ApyrM metToam

L] NO-rosIAM LWaHC 3a NOCTUraHe Ha XMpyprmnyHata uen, a MMeHHO HOpMa/JiHa MexXxaHM4YHa OC U
XOPM30HTaIHa KONAHHA CTaBa

e  MUHUMANEH UK HyneB ePeKT Bbpxy 06pa3oBaHNETO HA NALMEHTA

L] HUCHBK NPOUEHT Ha YCNOXKHEHUA, @ KOraTo Bb3HUKHAT, YCIOXKHEHNATA Ca HEe3Ha4YnUTe/IHUN B
CpaBHeHMe ¢ Te3u Npu No-paguKanHa onepauusa, KOUTO MOXe Aa BKAOYBAT HecpacTBaHe, 0o
cpacTBaHe, AbN60oKa HbEeKUUA

PUCKOBETE ot n3nonssaHeto Ha GGPS ca He3HaumnTenHW. [TOCTaBAHETO Ha NJ04Ya CTaBa C Masika
XMPYPruvyHa MHTEPBEHLMA C eAHOAHEBEH NpecTo. MauMeHTbT ce NpubMpa BKbLUM U NPOoabAKaBa
YKMBOTA CM HOPMaAJTHO.

MONIBUTE oT npoueaypaTa ca, Ye MMa FroNAM LLIAHC XMPYPrudeckuTe uenm aa 6baat nocTMrHaTm ¢
MMUHUMANIHU HAPYLUEHWA HAa HOPMATHMA XXUBOT 3a NaumeHTa. KopeKuuaTa ce n3sbpLUBa NOCTENEHHO U
MOKe fia ce peryaimpa go HeobxogmMmma broa.

Taka ye ce NocTMrat roemu noasu Ypes npunaraHe Ha ApebHa XMpypruyHa UHTEPBEHLUSA, KOATO MMaA
MHOTO HUCBK PUCK OT YCJIOXKHEHMA.

5.7. TekylLo U naaHUpaHO NOCTMAPKETUHIOBO KAMHMYHO NpocsieaasaHe

Orthofix Srl, KaTo nponsBoauTeN, € OTFOBOPEH B CBETOBEH MaLLab 3a NIaHUPAHETO, U3MbJHEHMETO U

[OKNaZBaHETO Ha AeMHOCTUTE N0 NOCTMAPKETUHIOB Hag30p Ha GGPS, BKNOUUTENHO AEMHOCTUTE 33

NOCTMapPKETUHIOBO KAMHUYHO npocneaasaHe (PMCF), npeasuaeHu B nnaHa 3a PMCF.

HakpaTtko, Orthofix wwe:

1. Mpernexaa v aHanM3npa peneBaHTHa peLeH3npaHa Hay4yHa MTepaTypa, CbOMpakn AaHHM
OTHOCHO 6€30MaCHOCTTA U KAMHUYHUTE XapPaKTEPUCTUKM HA U3LENUATA.

2. Cvubupa v aHannsmpa KAMHUYHUA ONUT OT HEPELLEH3UPAHWU KAVHUYHW AaHHUW, Hanpumep oT
pernctpu (ako e npunoxumo ot yebcaiTa clinicaltrials.gov; KoHrpecn).

3. Cvbupa u aHanusnpa gaHHMUTE OT MOCTMAPKETUHIOB HAA30p, 3a Aa naAeHTUGULMPaA U OLLeHABa
BCUYKM LOMBAHUTEIHN PUCKOBE, KOUTO Npeau He ca bunm ngeHTMouumpaHu.

4. BKAOYBA B KOHKpETHATa NPOAYKTOBA AOKYMEHTALLMA BCAKA HOBA Ha/IMYHA MHPOPMALLUA, KOATO ce
cyeTe 3a NoAxoAALLa.

5. TpoBeae peTpocneKTMBHO NOCTMAPKErMHroBoO KJINMHMYHO nNpocnegasaHe Ha GGPSP.
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ToBa peTpocneKkTMBHO 06CEPBALMOHHO KAMHMYHO NPOYYBaHe ce NPoBeXaa, 3a Aa Ce OLEHM
6e3onacHOCTTa (MbpBMYHA LEeN) N KAIMHUYHUTE NoKasaTenn (BTopuyHa uen) Ha GGPSP, koeTo e BTOpaTa
Bepcus Ha GGPS 1 BK/toYBa B cebe ch HE3HAUYUTENIHM NPOMEHM B OPUTUHAHUA An3aiH. [poyyBaHeTo
MMa 3a Uuen Aa cbbepe goKasaTescTBa, NOAyYEHU B YCAOBUATA Ha peanHaTa KAMHUYHA NPaKTUKa,

3a ynoTpebaTa Ha NPoAYyKTa B PeasHN XMpypruyeckm cutyaumm. Nopagm Toea bewe n3bpax
peTpoCneKkTMBEH AM3aMH, NO3BOABALL A Ce NOCTaBU GPOKYCHT BbPXY HAYMHA, NO KOMTO XMpyp3uTe
M3N0oN3BaT U3aeNeTo, N Aa ce cbbepe MHPopMauma 32 Bb3HUKHAIUTE YCAOMKHEHNA U KANHUYHUTE
pes3ynTat, Noy4eHn No To3mn HauuH. [laHHU 33 YCNOXKHEHUA (AePpUHMpPaHU KaTo [He-]ouyaKBaH cepmnoseH
HebnaronpuaTeH epeKT, CBbP3aH C M34eNNeTo Uan GUsmMyecka HeU3NPaBHOCT) U MPOLEHTLT Ha YCNeLHU
CNy4yaun Ha KopeKuus Ha gebopmaums (aePuHMpaHa KaTo YacTMYHa KU NMb/HA KOpPeKLMA Ha
aHAaTOMMYHUTE bI/IM), KAaKTO U IeYeHMEe Ha Pa3MMHaBaHe B Ab/IXKMHATA Ha KpaliHuumTe (aeduHMpaHo
KaTo YacCTMYHa UM MbJIHA KOPEKLMA 32 CbBNaZaHe C Ab/KMHATa Ha KOHTpanaTepasHMA KpanHuK) we
6baaT cbbpaHu Ha TepuTopusaTa Ha EBpona. O6wo 70 nauneHTH e 6baaT BKAKYEHM U Le umaT 6baaT
npocseaeHu 3a cpeagHo 16 meceua. Pesyntatute ot GGPSP we 6baaT cpaBHEHM C HA/IMYHUTE B MOMEHTA
ny61MKYBaHU KAMHUYHKU faHHK 32 GGS.

MoHacTtoswem Orthofix He cnoHcopMpa HUTO egHO KAMHUYHO NPOoyYBaHe U HAMA MHGOPMaLUMA 33
NPOoBEXAALUN Ce B MOMEHTA HE3aBUCMMU KAMHUYHM NPOYYBAHMA Ha TO3M NPOAYKT.

Mo Bpeme Ha o4yakBaHMA *KMBOT Ha GGPS KoHcTaTauumTe oT AeHocTuTe Ha PMCF we 6baat
CcboblLaBaHN exkerogHo B AOKNaA, 3a oleHKa Ha PMCF, KoliTo e 6bae B3eT nog BHUMaHue npu
HEeNPEeKbCHATOTO aKTyaausmpaHe Ha Tekywma CER.

AKo ypes geitHocTuTe no PMCF 6b4aT naeHTUdULMPaHM CbOTBETHUTE KIMHUYHU JaHHM, CbObPKAHNETO
W 3aK/toyeHusATa Ha HactoawmA CER we 6b4aT cboTBETHO 060CHOBAHW M BNOC/AEACTBUE e Obae
aKTyanmsmpaHo SSCP.

6. BB3IMOXHU ONATHOCTUYHU NN TEPANEBTUYHU ANTEPHATUBK
Bb3MOXHU TepaneBTUYHM aNTepHaTUBK 3a KOPEKLUMA Ha ObArUTe KOCTU NPKU NoApacTealiy geua ca:
- Ckobu;
- NepmaHeHTHa abnauyma Ha pusaTa;
- OcTeoTomus, NocienBaHa OT BbTPELUHA UM BbHLLHA CTabunmsauus;

Cbrn1acHoO CbBpEMEHHUTE JOCTUMKEHUS B 061acTTa xemuenudusmonesata v enuousmoaesarta cnessa 4a
6baaT MbPBUAT €Tan B NOETANHUA XMPYPrMyeH Noaxos KbM aHrynapHu gedopmaumv uam
HECbOTBETCTBMA B Ab/XKMHATA HA KpalHULMTE, KaTo NpeACcTaBAABaT NO-Masiko MHBA3WBHA aNTepHaTMBa
Ha KOPEKTUBHMTE OCTEOTOMMM U Ca CBbP3aHM C NO-MasKko 60/Ka, MO-KpaTKo 06e3aBMKBaHE, NO-HUCKA
LEeHa M NO-MaTbK XMPYpPruyeH puck. BpemeHHO HanpaBAsBAHWAT PACTEX CbLLO e a/ITepHaT1BaA Ha
nepmaHeHTHO GUKcUpaHe Ha $duM3aTa M Nopaam TOBA, B paMKUTE Ha NOeTanHUA noaxoa, creasa aa 6bae
NbpBM M360pP Ha XMpPYpra 3a KopeKkLuus npu oTeopeHa ¢usa.
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7. NPEANOXEH NPO®U/T U OBYHYEHWME 3A NOTPEBUTENN
GGPS e npegHa3Ha4eH 3a ynotpeba camo oT MeANLMHCKM CeLnanmcTum, Kato Te TpsabBa Aa ca Hanb/HO
3ano3HaT C NoaxoaALUTe opToNeanYHU NpoLueaypun, Usaenna, MUHCTPYMEHTU U XUPYPTMYHU NpoLleaypu
(BKNtOUMTENHO 33 NOCTaBAHE U CBaNAHE).
YuebHuTe maTepuanu 3a npeaBuaeHnUTe NoTpebnuTenmn ce CbCToAT OT PbKOBOACTBO 33 ONepaTUBHA
TeXHUKa N AMPEKTHA NoAKpena, npeaocTaBeHa OT NPon3BoAMTENs NOCPEACTBOM Kypc 3a 0byyeHue u
NPOAYKTOB Creunannct

8. CIACBK HA BCMYKN XAPMOHW3MPAHU CTAHAAPTU U NMPUNOXEHWN CS
GGPS e pa3paboTeH u ce NoaabprKa Ha nasapa Cbr/1acHO CNeAHUTE XapMOHU3UPAHM CTaHAAPTU, KbAETO
€ NPUNOKNMO:

OBO3HAYEHUE U3AAHUE ONUCAHUE
EN ISO 13485 2016 Medical Devices — Quality Management Systems — Requirements For
Regulatory Purposes

I1SO 14644-1 2015 Cleanrooms and associated controlled environments — Part 1: Classification of
air cleanliness by particle concentration

1SO 14644-2 2015 Cleanrooms and associated controlled environments — Part 2: Monitoring to
provide evidence of cleanroom performance related to air cleanliness by
particle concentration

I1SO 14644-5 2004 Cleanrooms and associated controlled environments — Part 5: Operations

1SO 14698 2003 Cleanrooms And Associated Controlled Environments — Biocontamination
Control

1SO 15883-1 2006 (A1:2014) Washer-disinfectors — Part 1: General requirements, terms and definitions and
tests.

ISO/TS 15883-5 2005 Washer-disinfectors — Part 5: Test soils and methods for demonstrating
cleaning efficacy

EN ISO 14971 2012 Medical Devices — Application Of Risk Management To Medical Devices

1SO 10993-1 2018 “Biological evaluation of medical devices — Part 1: Evaluation and testing
within a risk management process” and related standard series ISO 10993

EN 62366-1 2015 (Corr. 2016) Medical devices- Application of usability engineering to medical devices

EN 556-1 2001/AC:2006 Sterilization of medical devices — Requirements for medical devices to be
designated “STERILE” — Part 1: Requirements for terminally sterilized medical
devices

EN1SO 11137-1 2015 Sterilization of health care products — Radiation — Part 1: Requirements for

development, validation and routine control of a sterilization process for
medical devices

EN ISO 11137-2 2015 Sterilization of health care products — Radiation — Part 2: Establishing the
sterilization dose

ENI1SO 11737-1 2018 Sterilization of medical devices — Microbiological methods — Part 1:
Determination of a population of microorganisms on products

EN ISO 11737-2 2009 Sterilization of medical devices — Microbiological methods — Part 2: Tests of
sterility performed in the validation of a sterilization process

EN ISO 17665-1 2006 Sterilization Of Health Care Products — Moist Heat — Part 1: Requirements For

The Development, Validation And Routine Control Of A Sterilization Process For
Medical Devices

Orthofix Srl - Via delle Nazioni, 9 37012- Bussolengo (VR)
Ten.: (+39) 045 6719000 dakc: (+39) 045 6719380

CtpaHuua 25 ot 38




¢) ORTHOFIX

PO 238-01 SSCP template

REF. SSCP_GGPS_Rev. 05

Pe3lome Ha 6e30nNacHOCTTa U KIMHUYHUTE XapPaKTepucTtukm

Cucmemu ¢ nao4u 3a HanpaenaeaH pacmexc (GGPS)

OBO3HAYEHUE U3OAHUE OMUCAHUE

EN I1SO 11607-1 2017 Packaging for terminally sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging systems

EN I1SO 11607-2 2017 Packaging for terminally sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly processes

ISTA-2° 2011 ISTA Standard 2A — Partial Simulation Performance Tests

EN I1SO 14602 2011 Non-active surgical implants — Implants for osteosynthesis — Particular
requirements

EN ISO 14630 2013 Non-active surgical implants — General requirements

MEDDEV 2.7.1rev.4 2016 CLINICAL EVALUATION: A GUIDE FOR MANUFACTURERS AND NOTIFIED BODIES

UNDER DIRECTIVES 93/42/EEC and 90/385/EEC

EN 1041

2008 (A1:2013)

Information Supplied By The Manufactured Of Medical Devices

EN ISO 15223-1

2016

Medical devices — Symbols to be used with medical device labels, labelling and
information to be supplied

AAMITIR 12 2010 Designing, testing and labeling reusable medical devices for reprocessing in
health care facilities: A guide for medical device manufacturers

AAMITIR 30 2011 (reapproved: 2016) A compendium of processes, materials, test methods, and acceptance criteria
for cleaning reusable medical devices

I1SO 17664 2017 Processing of health care products — Information to be provided by the
medical device manufacturer for the processing of medical devices

ASTM E1837 1996 (2014) Standard Test Method to Determine Efficacy of Disinfection Processes for
Reusable Medical Devices (Simulated Use Test)

EN 14885 2018 Chemical disinfectants and antiseptics — Application of European Standards for

chemical disinfectants and antiseptics

ANSI/AAMI ST67

2011/R:2017

Sterilization of health care products—Requirements and guidance for selecting
a sterility assurance level (SAL) for products labeled “sterile”

ANSI/AAMI ST77

2013/R:2018

Containment devices for reusable medical device sterilization

ANSI/AAMI ST79

2017

Comprehensive guide to steam sterilization and sterility assurance in health
care facilities annexes

ASTM F564 2017 Standard Specification and Test Methods for Metallic Bone Staples

ASTM F1264 2016 Standard Specification And Test Methods For Intramedullary Fixation Devices

ASTM F382 2017 Standard Specification and Test Method for Metallic Bone Plates

ASTM F543 2017 Standard Specification and Test Methods for Metallic Medical Bone Screws

ASTM F136 2013 Standard Specification for Wrought Titanium-6Aluminium-4Vanadium ELI
(Extra Low Interstitial) Alloy for Surgical Implant Applications (UNS R56401)

ASTM F138 2013 Specification for Wrought-18 Chromium-14 Nickel-2.5 Molybdenum Stainless
Steel Bar and Wire for Surgical Implants (UNS S31673)

1SO 5832-1 2016 Implants for surgery — Metallic materials — Wrought Stainless Steel

EN ISO 5832-3 2016 Implants for surgery — Metallic materials — Part 3: Wrought titanium 6-
aluminium 4-vanadium alloy

ASTM F1886 2016 Standard Test Method for Determining Integrity of Seals for
Flexible Packaging by Visual Inspection

ASTM F1929 2015 Standard test method for detecting leaks in porous medical packaging by dye
penetration

EN 868-5 2018 Packaging for terminally sterilized medical devices — Part 5: Sealable pouches

and reels of porous materials and plastic film construction — Requirements and
test methods
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OBO3HAYEHME M3O0AHUE OMUCAHUE
DIN 58953-6 2016 Sterilization — Sterile supply — Part 6: Microbial barrier
testing of packaging materials for medical devices which are to be sterilized
ASTM F897 2002/R:2007 Measuring Fretting Corrosion of Osteosynthesis Plates and Screws
1SO 7153-1 2016 Surgical Instruments — Metallic Materials — Part 1: Stainless Steel
ASTM F899-12b 2012 Standard Specification for Wrought Stainless Steels For Surgical Instruments
ASTM F86 2013 Standard Practice for Surface Preparation and Marking of Metallic Surgical
Implants
ASTM F983 2018 Standard Practice for Permanent Marking of Orthopaedic Implant Components
ASTM A967 2017 Standard Specification for Chemical Passivation

Treatments for Stainless Steel Parts

KoraTto e HanuueH, wWe 6bae NpeaocTaBeH CNMCbK Ha NpuaoXumute obwm cneumdburkauumn (CS), ¢ Kouto
TpabBa Aa ce npaBu cripaBKa.

PE®PEPEHLNN

1.

Keshet, D., et al. Removal of Metaphyseal Screw Only After Hemiepiphysiodesis Correction of Coronal
Plane Deformities Around the Knee Joint: Is This a Safe and Advisable Strategy? J Pediatr Orthop.
2019;39(3): e236-e239.

Park, K. H., et al. Angular deformity correction by guided growth in growing children: Eight-plate versus
3.5-mm reconstruction plate. J Orthop Sci. 2017;22(5): 919-923.

Welborn, M. C. and P. Stevens. Correction of Angular Deformities Due to Focal Fibrocartilaginous
Dysplasia Using Guided Growth: A Preliminary Report. J Pediatr Orthop. 2017;37(3): €e183-e187.

Bayhan, I. A., et al. Comparing Percutaneous Physeal Epiphysiodesis and Eight-Plate Epiphysiodesis for
the Treatment of Limb Length Discrepancy. J Pediatr Orthop; 2017;37(5): 323-327.

Joeris, A., et al. Paediatric lower limb deformity correction with the Eight Plate: adverse events and
correction outcomes of 126 patients from an international multicentre study. J Pediatr Orthop B.
2017;26(5): 441-448.

Kadhim, M., et al. Guided growth for angular correction in children: a comparison of two tension band
plate designs. J Pediatr Orthop B. 2018;27(1): 1-7.

Shin, Y. W., et al. Radiographic Results and Complications of 3 Guided Growth Implants. J Pediatr
Orthop. 2018;38(7): 360-364.

Sinha, R., et al. Eight-plate epiphysiodesis: are we creating an intra-articular deformity? Bone Joint J.
2018100-b(8): 1112-1116.

Zajonz, D., et al. Treatment of genu valgum in children by means of temporary hemiepiphysiodesis
using eight-plates: short-term findings. BMC Musculoskelet Disord. 2017;18(1): 456.
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10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24,

Jochymek J, et al. Eight-plate guided growth treatment for angular deformities and length discrepancies
of the lower limbs in children. Our first experience. Acta Chir Orthop Truamatol Cech. 2015;82(6):424-9.

Stewart, D., et al. Dual 8-plate technique is not as effective as ablation for epiphysiodesis about the
knee. J Pediatr Orthop. 2013;33(8): 843-846.

Gaumétou, E., et al. Poor Efficiency of Eight-Plates in the Treatment of Lower Limb Discrepancy.
J Pediatr Orthop. 2016;36(7): 715-719.

Kievit A J, et al. The successful treatment of genu recurvatum as a complication following eight-Plate
epiphysiodesis in a 10-year-old girl: a case report with a 3.5-year follow-up. J Pediatr Orthop B. 2013
Jul;22(4):318-21.

Borbas, P., et al. Guided growth with tension band plate or definitive epiphysiodesis for treatment of
limb length discrepancy? J Orthop Surg Res. 2019;14(1): 99.

Eltayeby HH, lobst CA, Herzenberg JE. Hemiepiphysiodesis using tension band plates: does the initial
screw angle influence the rate of correction? Journal of children’s orthopaedics. 2019;13(1):62-66.

Park H, Park M, Kim SM, Kim HW, Lee DH. Hemiepiphysiodesis for Idiopathic Genu Valgum:
Percutaneous Transphyseal Screw Versus Tension-band Plate. Journal of pediatric orthopedics.
2018;38(6):325-330.

Martinez, G., et al. Distal femoral hemiepiphysiodesis with screws and suture versus 8-plate for the
treatment of genu valgum in children. Orthop Traumatol Surg Res. 2019;105(4): 751-755.

Vaishya, R., et al. Growth modulation by hemi epiphysiodesis using eight-plate in Genu valgum in
Paediatric population. J Clin Orthop Trauma. 2018;9(4): 327-333.

Danino B, RodI R, Herzenberg JE, et al. Guided growth: preliminary results of a multinational study of
967 physes in 537 patients. Journal of children’s orthopaedics. 2018;12(1):91-96.

Stiel N, Babin K, Vettorazzi E, et al. Anterior distal femoral hemiepiphysiodesis can reduce fixed flexion
deformity of the knee: a retrospective study of 83 knees. Acta orthopaedica. 2018;89(5):555-559.

Morin M, Klatt J, Stevens PM. Cozen’s deformity: resolved by guided growth. Strategies in trauma and
limb reconstruction (Online). 2018;13(2):87-93.

Crenshaw MM, Goerlich CG, Ivey LE, et al. Orthopaedic Management of Leg-length Discrepancy in
Proteus Syndrome: A Case Series. Journal of pediatric orthopedics. 2018;38(3):e138-e144.

Pendleton, AM, et al. Guided growth for the treatment of moderate leg-length discrepancy.
Orthopedics. 2013 May;36(5):e575-80.

Lauge-Pedersen H, et al. Eight-plate should not be used for treating leg length discrepancy. J Child
Orthop. 2013;7:285-288.
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25. Siedhoff M, et al. Temporary epiphysiodesis for limb-length discrepancy. Acta Orthopaedica 2014,
85(6): 626—632.

26. Kaymaz, B. and E. Komurcu. Comment on the article “Dual 8-plate technique is not as effective as
ablation for epiphysiodesis about the knee” by Stewart et al. J Pediatr Orthop. 2014;34(8): e67.

27. Stevens PM. Invalid Comparison Between Methods of Epiphysiodesis. J Pediatr Orthop. 2018
Jan;38(1):e29-e30.

10. NCTOPUA HA PEOAKLIMNTE

SSCP Pea. Ne | flaTta Ha OnucaHue Ha NnpomsaHaTa
n3gaBaHe
00 29.11.2019 r. | He e npunoxumo

AKTyanusauma Ha pasgen:

- 1.4 (ba3os UDI-DI)

- 1.5 (OnucaHue B HOMEHKAaTypaTa Ha MeANLMHCKUTE
nsgenus)

01 28.01.2020r. |- 3.3 (OnucaHMe Ha BCMYKM aKcecoapu, KOWUTO ca
npeAHasHaYyeHu 3a U3MoJi3BaHe 3ae4Ho C U3AEeNMETO)

- 8 (CnMCbK HA BCUYKM XapMOHM3UPaAHU CTaHAAPTU U
npunoxexu CS)

AKTyanusauua Ha pasgen:

- 2.1 (NpeaHasHayeHUe)

02 20.05.2020r. | . 8 (CnMCbK Ha BCUYKM XapMOHM3MpPaHM CTaHAAPTH U
npunosxexu CS)

AKTyanusauma Ha ynotpebaTta no npegHasHayeHue:
03 npemaxBaHe Ha MHOOPMALMSA, CBbP3aHa C NPUIOKEHUA 33
FOPHU KPaHULM B LLeIUA LOKYMEHT.

AKTyanusauma Ha pasgen 1.4, basos UDI

AKTyanusauma Ha pasgen 1.7, npobaseHa e MHpopmaLma 3a
MDD (OupeKTuBa 3a MeAULMNHCKUTE U3aenmsa).
YnoTpebaTa no npesHasHavyeHne b6elwe yHubmLmpaHa B

04 07.08.2020 . pasgenuTe.
MNo3oBaBaHETO Ha BbTPELLHM AOKYMEHTU Helle npemMaxHaTo.
AKTyanusauma Ha Tabnuua 1 B8 pasgen 3.2, 6e gobaseHa
nHbopmauma 3a maTepuann.
: .1, 5. . .
05 04.11.2020 . AKTyanusauma Ha pasgenm: 3,4.1,5.5,5.6, 5.7

baxa KOpUrnpaHn HAKOJIKO I'Ie‘-IaTHI/I/I'paMaTI/IL-IHM rpeLWKNn.
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YACT 1l: SSCP 3A MAUMNEHTH
PE3IOME HA BE3OMACHOCTTA U K/IMHUYHUTE XAPAKTEPUCTUKU

PepaKkuua Ha AOKymeHTa: Pegakuma 5
[ara Ha u3paBaHe: AaTa Ha NOCTaBAHE Ha NOCAeAHMA NOANUC B MPUIOXKEHaTa CTpaHuLa ¢ Nnoanucu

HacToauioto pestome Ha 6€30MacHOCTTAa M KAMHUYHUTE XapaKkTepuctukn (SSCP) npepoctass nybanyeH
[0CTbIN A0 aKTya/M3npaHa 06o6ueHa MHGopMaLMs 38 OCHOBHUTE acnekTn Ha 6e30NacHOCTTa U KAMHUYHUTE
XapaKTepuctnku. To ce cbCTOM OT ABe 4yacTu: Pestome 3a nekapute B NbpBaTa YacT. MHPopmauma 3a
HecneunaancTy BbB BTOpaTa YacT.

SSCP He gaBa obwm cbBeTH 3a nevyeHne. CBbprKeTe ce ¢ Bawma nekap, ako nmate Bbnpocu. Tosm SSCP He
3aMecTBa KapTa 3a MmnnaHta. He 3amectBa 6polwypata ¢ UHCTpyKummn 3a ynoTpeba 3a obesneyaBaHe
b6e3onacHaTta ynoTtpeba Ha usgenmerto.

1. UWOEHTUOUKALMA HA USAENMETO U OBLLA MHO®OPMALUMA
- TbproscKo nme Ha usgenmneTo: CUCTeMM C NI0YM 3a HanpaBasaBaH pacTex (GGPS).
CepuATta npoayktm GGPS BK/OYBa c/iefHUTE TbPrOBCKM MMEHA Ha N3genua:

Gusded Growth System

- Cucmema 3a HaNpasAABaH PACMENC C OCMOBUOHA Na04a 8eight-Plate

- Cucmema 3a HANpPasAfaBaH PAcMex« C OCMOBUOHA 1044 + 8eight—PIate‘3’

Guided Growth System

- MNpowussoguten; ume u agpec: Orthofix Srl., Via delle Nazioni 9, 37012 Bussolengo Verona, UTanus

ald © ORTHOFIX

Orthofix Srl
Via delle Nazioni 9 - 37012 Bussolengo (VR) Italy
Tel. 0039 {0) 45 6719000 - Fax 0039 (0) 45 6719380

- basos UDI-DI: 805050436ImpPlates2bNAC6W

- ToauHa, Korato M3genueTo e MapkupaHo 3a mbpsu NbT cbe CE cbrnacHo MDD 93/42/EMO: GGS 6ewwe
BbBeAEeHO Ha eBponenckusa nasap npes toHM 2008 r., a GGPSP 6ewe BbBeAeHO Ha Nasapa npes mai
2017 .
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NPEAHA3SHAYEHUE N MOKA3AHUA HA U3OETNETO

MpeaHasHayeHue: CuCTemMUTE C MAOYM 33 HaANpaBAsABaH pacTe) ca Mao4YM, npeaHasHayeHW 3a
OCUrypsiBaHe Ha KOCTHa puKcauma.
MoKasaHusa 1 rpynu npeaBuaeHn naumeHTn: GGPS ca npegHasHayeHM 3a NOCTeNeHHO KopUrnpaHe Ha
Aedbopmaummn Ha AbATUTE KOCTU Npu noapacTealum geua. CneundunyHute npuaobuTM nam BpoaeH!
MoZeNn Ha KOCTHa gedopmaumn, 3a KOUTO U3ZEANETO We bbae npeaHasHaveHo, BK/IOYBaT:

- BaAryc, Bapyc uaun dnekcus, aebopmaumm oT yabarkaBaHe Ha KoAaHOTO (demyp u/mam Tmbus);

- BaAryc, Bapyc nau gebopmaumm Ha r1es3eHa oT TUN naaHTapHa daekcus

GGPS ca npegHasHa4yeHu 3a NeAuaTpUYHM NaLMEHTM C OTBOPeHa ¢u3a (nogpacTeam aeua).
MpoTHBONOKA3aHUA: Te3M U3AeNUA He TpAbBa Aa ce M3MO0A3BaT NPU AeLa, YUIATO pacTex Beye e crnps.

3. OIUCAHUE HA YCTPOMCTBOTO

OnucaHWe Ha U3genneTo U matepuana/BeLLecTBOTO, KOMTO B/IM3aT B KOHTAKT C TbKaHM Ha NaLMeHTa:
n3[enveTo e usbpaTeHo OT TbHKa NAACTUHA (NPUBAN3UTENEH Pa3Mep HA KAUMNC UAKN GBCTBK; Ab/XKUHA OT
12mm go 22mm). Nnaoyata MoxKe Aa ce GMKCMpa KbM KOCTTa € 2 UK 4 BUHTA. MIMnnaHTUTe ca n3paboTeHu
OT noAxoaAaLmn matepmanu. lMo-cneunanHo: HanpaseHU OT HepbXaaema cTomaHa 316L 3a umnnaHTu 1
TUTaHMEBa CNAAB 33 UMMIAHTY.

GGPS GGPS-P

(Eight Plate) (Eight Plate)

(Quad Plate)
(Quad Plate)
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CbrnacHo HacToALWOTO HUBO Ha NO3HaHMe aHrynapHuTe aebopmalmm Ha KpakaTa moraT nocTeneHHo ga ce
Kopurupat. ToBa MOXe Aa ce Hanpasu Npu NoApacTBaLin U HenoapacTealiym naumeHTH. Mpu noagpacreaum
nauveHTU nocTeneHHaTa KOPeKUMa Ha aHrynapHuTte gedopmaumm MoKe 4a ce U3BBLPLLUM Ype3 BpemeHeH
HanpaBnABaH pacTex. Moxe Aa ce HanpaBu OT eAHaTa CTPaHa Ha KpalHuka (xemuenundusmnoaesa) uam ot
asete ctpaHu (enudusmopesa). Tesn TexHUKU cneasa Aa 6baaT MbPBUAT eTan B MOeTanHUA XUPypruyeH
noaxoA Kbm aHryiapHu aepopmaumm Mam HECbOTBETCTBUE B Ab/AXKUHATA Ha KpaHuuuTe. Te npeactasnasar
No-ManKo UHBa3MBHa aNTepHaTUBa Ha KOPUTMPALLUTE OCTEOTOMUK, NOCAEABAHM OT BbHLLUHA UAM BbTPELIHa
duKcauma, eaMHCTBEHaTa TEXHMKA, KOATO MOXe Aa Ce M3M0a3Ba 3a KopurnpaHe Ha gedopmaumuTe Ha
HepacTawmTe naumeHTn. CBbP3aHM ca C N0-mManko 60/Ka, NO-KPaTKo ob6e3aBuKBaHe, NO-HMUCKa LeHa 1 no-
ManbK XMpypruyeH puck. Kopurnpalmre octeoTomumM npeanonarat XMpypruiHo n3psassaHe Ha KocTTa, 3a Aa
ce Kopurmpa aepopmaumata. BpemeHHO HanpaBAABAHUAT PacTeX CbLLO € anTepHaTMBa Ha NEPMaHEHTHO
cnupaHe Ha pacTtexa. CnegosaTenHo cnefsa Aa 6bAe nbpBM M360pP Ha XMpypra 3a Kopekuma npu
NnoApacTBall, NaLneHT.

AHanusupaHuTe AaHHM NOKa3BaT, Ye BPeMeHHO HanpaBAABaHUAT PacTeX MOXe Aa A0Bee [0 YCAOXKHEHUs,
KOUTO 0BMKHOBEHO Ce pa3pellaBaT fiecHo. Te BKAOUYBAT NpeXKaeBpeMeHHO CrnupaHe Ha pacTexa, nepuog Ha
BpblLaHE KbM YCKOPEH pacTex; njo4yarta, KOATO Cce OTMECTBA OT MbPBOHAYa/IHOTO CU NoJsioXeHue. Bece nak
YCNOXKHEHMATA U3MNEXKAAT NO-JIeKU NPU METoAa C M3MNOoA3BaHe Ha MnJoYya ¢ 2 OTBOPa, B CPaBHEHWe ¢ Apyru
cuctemun. Cblo Taka MNonsute oT noaobHM MoAxoAu BCe oOlle HaABMlLaBaT CBbp3aHMTE PUCKOBE OT
YCNOXHEHUA.

KaTo Ufno TesnM AaHHW NOKassaT, Ye HemnepmaHeHTHMTE MoAXoAM Ca MHOFO MOo-4ecTo WM3MON3BaHW OT
nepMaHeHTHUTE, KaTo Hanpumep OCTEOTOMUA (XMPYPrMYHO M3psA3BaHe Ha KocT). ToBa ce Ab/IXKM rMaBHO Ha
daKTa, Ye ocTeoTOMMATA He rapaHTUpa, Ye CUMNTOMUTE HAMa [a ce Bb3BbpHaT. B cblLlOTO Bpeme e no-
WHBa3MBHa B CpaBHEHWE C MeToAuTe 3a HanpaBs/saBaH PacTex.

- OnucaHue Ha HauuHa, NO KOMTO U3AeNneTo NocTUra cBoATa GyHKUMA (HaUMH Ha geiicTBue):

Mpyn HOpManeH CKeneTeH pacTe) KpalHUuMTe ca C edHaKBa Ab/XKMHA. Te CbULO Taka ca NPaBWUIHO
nogpaBHeHM OT XaHWa A0 Fe3eHUTe UAM OT PaMOTO A0 KUTKaTa. MoHAKOra aHOManuu Npu paxkaaHe,
WMHbEKUMSA, HapaHABaHE UM APYTN CbCTOAHMUA MoraT 4a 40BeAaT A0 U3pacTBaHe Ha Ab/ArUTe KOCTM Ha KpaKa
M [0 U3NM3aHe OT CbCTOAHWE Ha noapasHABaHe (Hanpumep TMbuATa, beapeHaTa KocT). ToBa ce Hapuya
,JIOLLIO M3paBHABaHe".

ToBa /0O U3paBHABaHE MOKe [a AoBede A0 CTaBHM AedopmMalMn Ha KpaKa. Te ca M3BECTHM KaTo Basryc
(X-o6pasHo uskpusasaHe), sapyc (0-obpa3Ho M3KpMBAHAHE Ha KpakaTa) u aedopmauum Ha paekcuaTa Ha
cTaBuTe. B TE€3U CUTYaUUM HOPMANHOTO M3M0/13BaHE Ha KpaKa e OrpaHnYeHo 1 Xo4eHeTo Uan 6araHeTo moske
na ca bonesHeHu.

KopeKkuuaTta Ha aedopmaLmmTe Ha KpaHUUUTe TpABBa Aa ce pa3raexaa B KOHTEKCTa Ha NOCTbMNKOB NOAXOA.
OT No-ManKko MHBa3MBHU MOAXOAN KbM MO-UHBA3MBHW Noaxoan. MbpBUAT XMPYPruyeH BapuaHT e ,XeMu-
enndusmnoaesa” unm ,enndusmnoaesa”. Tosa e MHOro NO-mMasko MHBa3MBHa onepauma 3a KopurnpaHe Ha
aHrynapHu gedopmaumu. ,Epiphysiodesis” (Enudusmonesa) e rpbUKM TepMUH, B KOWTO ,physis” (dum3a)
O3HauaBa pacTeXHa niacTuHa, a ,desis” (ae3a) osHauyaBa dpuKcauma. ,PacTexkHaTa niacTMHa“ e 30HaTa, KOATO
M3pacTBa, pasnosioeHa B 6AM30CT A0 Kpas Ha AbArMTe KoCcTM npyv  Aeua M OHOWN.
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Bcsika gbara KOCT MMa ABe PacTeXKHW nnactuHuU. Mo eaHa BbB BCEKU Kpal. Te3un ,pacTekHu naactuHmn®
onpeaensaT 6baellata AbKUHA M GOpPMa Ha KOCTTA Ha Bb3PaCTHUA YOBEK.

LUenta e ga ce no3Boan npenoapaBHABaAHE N0 BPEME Ha pacTerKa. TOeCT pacTeXKbT Ha KOCTTa Ce OrpaHMYaBa
OT efHaTa cTpaHa Ha gedopmaumaTa, AOKATO PACTEXbBT Ha KOCTTA NPOAbAXKaBa OT Apyrata CTpaHa.
MocTeneHHO KoCTTa ce npenogpasHsABa M aedopmaumaTta ce Kopurnpa. Tbil KaTo He e HYXKHO NeKkapAT aa
M3pA3Ba XMPYPrMUYHO KOCTTa (KaKTo Npu ,,0cTeoToMuATa”), 3a Aa KoOpMrmpa nogpaBHABAHETO, MMa NO-Masko
puckoBe u auckomopr. ExkegHeBHUTE AEMHOCTM MOraT Aa ce Bb306HOBAT 6bP30 OTHOBO.

Tean pae cuctemmn (GGS m GGPSP) ca MWHMMANHO WHBA3WMBHW NaoYM 3a ,Xxemuenudusmogesa“ wm
,enudusmogesa”. Te Hanpas/ABaT pacTe)Ka, KaTo CblUEBPEMEHHO NO3BOAABAT ecTecTBeHa, besonacHa u
nocTeneHHa KOPeKLMA Ha NOAPABHABAHETO HA KpaKaTa. M3aenneto 3agbprka egHaTta CTpaHa Ha pacTeXkHaTa
nnacTuHa. NpoTMBoONONOXKHaTa cTpaHa Ha ,,dM3aTa” NnpoabaKaBa Aa ce paswupsBa U pacte. BuHToBeTe ce
pasmMunHaBaT B njo4vaTa, KaTo ePeKTUBHO C/y»KaT KaTo ¢uKcaTtop. ToBa PUKCUPALLO LWAPHUPHO AelicTBue
M36ArBa CbLLLO M KOMNPECUPAHETO Ha pacTeXHaTa NaacTUHA, KOATO Ce HanpPaB/ABa.

Mpu gedpopmaumm B AbXKMHA Ha KpaKa U ABETEe CTPaHU Ha ,pacTeXKHaTa N1acTMHA” Ha NOo-AbATMA KPaHUK
ca 610KMpaHu. Mo TO3M HAYNH NO-KbCUAT KPalHWK pacTe, A4OKATO AOCTUIHE CbluaTa AbAXKUHA.

OcBeH naounte, GGPS MMa HAKO/MIKO KOMMOHEHTA, Cpes, KOUTO BUHTOBE C Pas/iMyHM GOPMM M pasmepu U
HanpaeAABaLLM TENOBeE.

4. PWUCKOBE U NPEAYNPEXAEHUA

CebpkeTe ce ¢ Bawwua nekap, ako cumTaTe, Ye Bue nam BaweTto gete cTe 3acerHatv oT CTPaHUYHU edeKTu.
MosKeTe CbLLO A3 Cce CBbPXKETE C IeKapa CU, aKo MMaTe NPUTECHEHUA OTHOCHO PUCKOBE. TO3U JOKYMEHT He
€ NpegHa3HayeH Aa 3aMeCcTM KOHCYATALMATA C IeKap, KOraTo Takasa e Heobxoauma.

MpoTnBONOKa3aHUA:

- GGPS ce Bb3nON3BaT OT KaMauMTeTa HAa HApacTBaHe Ha AbJraTa KOCT 32 KOPUrMpaHe Ha KOCTHa
fedopmaums. Mopaay Tasn NpUYMHA Te3M U34eUA He MOraT [a Ce M3MN0J3BaT 3a KOpUrMpaHe Ha
aedbopmanmm npu Bb3pacTHU. CKeNeTbT Ha Bb3PACTHUS YOBEK HAMA OCTaHa/l KanauMTeT 33 PacTex.

- GGPS He Tpabea Aa ce 13Mnos3Ba NpU KOCTU, KOUTO Beve He pacTaT. TOBa MOXKe [a Ce C/yun cnes,
TpaBma (MHUMAEHTM, NagaHUA UK APYTU TPABMATUYHU CbOUTUA) AU MHDEKUMA.

Bb3MOKHWN HEXENAHW peaKkuunmn, Konto Bue nam Bawerto aete moxke Aa usnurare:

- bosnka B onepupaHaTa 0b6acT; Bawmte MycKyn UM CTaBU MOKe Aa 601AT Npu ABUKeHUe (YceTeHo
npu no-masnko ot 5/100 nauneHTH)

- Moe ga HacTbNuM yBpeXKAaHe Ha KanauuMTeTa 3a pacTex (,,pacTerkHa naactMHa“) Ha KocTTa (npu no-
Manko ot 5/100 naumeHTn).

- Moxe nsaenneto Aa He ycnee Aa NOCTUTHE »KefaHaTa Kopekuus (M3nutaHo npu no-manko ot 10/100
naumneHTun).

- TlnoyYa MAmn BUHT MoraT Aa Ce CUYnAT UK OrbHaT (HacTbNWAo Npu No-manko ot 10/100 naumeHTH).

- Moxe ga vM3nuTaTe YyBCTBUTENHOCT KbM MeTana Ha u3genueto (He e cboblleH TakbB Cayyall B
Hay4yHaTa nuMTepartypa).

- CTpaHuMYHU edeKTU, CBbP3aHM C aHECTe3UA U XMPYpPrMyHa onepaLuma, KaTo MHPEeKUUsa UM HamaneHo
ABUXeHWe Ha cTaBaTa (1 aseTe ce HabaogaBaT Npu No-manko ot 5/100 naupeHTn).
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MpeaynpexaeHus

- Mnounte ce orvBat go 10 rpagyca. Te morat Aa 6baaT orbHaTW, 3a Aa KomneHcupaT 10
AOMbJIHUTETHU FPaAyCca NPU TEXKKM KOCTHM KOHTYpW. OrbBaHeTo Hag ToBa (06wo 20 rpagyca) moxe

Aa NPUYnNHUN HapaHABaHE UK CHYyNBAHE Ha NnJio4yarta.

- KOCTHUTe BMHTOBE He Tpﬂ6Ba Aa B/ZIN3aT B CTaBUTE UNIN Oa yBpeXOaT pacTexHaTa 4YacCT Ha KOCTUTe

npv geuara.

- KocTHUTe nao4n n BUHTOBETE He Tp‘r'I6Ba Aa ce n3non3eat NOBTOPHO.

- ToBa usgenune He e ogobpeHo 3a ynoTpeba Npm KOCTU, PasINYHM OT AbATN KOCTU Ha KpaKaTa.

5. PE3IOME HA KANMHUYHATA OLEHKA 1 NOCTMAPKETUHIOBO KNMHUYHO HABAOAEHUE (PMCF)
MpownssogutenaT Ha GGPS, Orthofix Srl, HanpaBu 3aabAb60YEHA KIMHMYHA OLLEHKaA, 32 AOMb/JAHUTENHA

NnpoBepKa Ha TOBA, KaK M34eNneTo NocTura LuenTa cu 1 KoJiko e 6e3onacHo.
AHanu3aupaHu ca penesaHTHU Nyb6anKaumm, nogdbpaHu ypes TouHo bubamorpadcko ThpceHe (NocoyeHo B

N0KNaAa 3a KNMHUYHA oLeHKa). MonyyeHata nHpopmauma e npeacraseHa B Tabanuara no-40ny:

CpeaHa
Bb3pacTt Ananazou Aedopmaumm Ha KOCTH My6aunkaumm
(Bb3pacros)

(roanHK)
8.9 3-15 Keshet, 2019
7.5 2-14 Park, 2017
2 21-29 mec. Welborn, 2017
11.9 5.8-14-6 Kadhim, 2017
11.7 4.3-16.5 Shin, 2018
11 3-15 Eltayeby, 2019
11.8 8.2-14-4 AHrynapHu gepopmaumm Ha KpakaTa Park, 2018
11.5 8-15 Martinez, 2019
10r.8 m. 57m-14.2 m Vaishya, 2018
11.35 uk Danino, 2018
12 6—20 Stiel, 2018
4r.7 m. HeuszsecmeH Morin, 2018
12 7-16 Zajonz, 2017
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CpeaHa
Bb3pacTt Ananasou Dedopmaumm Ha KocTn Ny6aunkauum
(BBb3pacTos.)
(roguHum)
12 Heus3secmeH Bayhan, 2017
13.4 HeuszsecmeH Borbas, 2019
13 HeuszsecmeH Stewart, 2013
125 HeuszsecmeH Gaumétou, 2016
9.4 6.1-13.6 Crenshaw, 2018
12.6 7-16 Pendleton, 2013
11 NA (2 cayyas, PasmunHaBaHe B Ab/IKMHATa Ha KpanHUUUTE Lauge-Pedersen
efHa v cblua
Bb3pacT)
12.8 10-16 Siedhoff
10 NA Kievit, 2013
(1 eanHNueH
cny4an)
HeuszsecmeH | MepuatpuuHm Jochymek, 2015
naumeHTn
12.4 10.6-13.6 M agere Joeris, 2017
10.8 3.7-10.8 Sinha, 2018

CpeaHaTta Bb3pacT Ha BCUYKM NIeKYBaHWU NaumeHTn sapmpa ot 2 Ao 13,4 roanHu, KoeTo NOTBbPKAABA, e
BCMUKM peneBaHTHU M3bpaHM CTaTUM ce OTHACAT A0 NpeasuaeHaTa nonynaums, a UMEHHO NoApPacTBaLlm
peua.

Pe3yntaTute OT Ta3um OLEHKA ca NonoxuTenHn. GGPS ycnewHo Kopurnpa aHrynapHu gedbopmaumm B 4baru
KOCTW Npu deua. [1a KNto4yoBKM PpaKkTopa moraT Aa onpeaenaT ycnexa Mmy: Bb3pacTTa Ha AeTeTo M NocoKaTa
Ha pgedopmaumaTa, KoAaTo Tpabea Aa 6bae KopurmpaHa. NMpeammcteo Ha GGPS B cpaBHeHMe C
aNTepHaATUBHO NeYeHune e, Yye e obpaTMmo.

KopeKkuuaTta, koAato GGPS moxke ga AOCTUIHEe, MOHAKOra € No-MaJika OT Ta3u, MOCTUraHa C Apyru
anTepHaTUBHM MeToau. ToBa Ce Ab/IKM FNaBHO Ha PaKTa, Ye TO3M NOAX0[, He Hapyluasa pacTexa. TOM
camo ro 3abaBs. BCbLHOCT TOBa M3aenne moxe a 6bae NpemaxHaTo M HOPMaTHUAT pacTexK aa 6bae
Bb306HOBEH. ToBa NO3BOASBA HA IeKApA A3 NPOMEHA JieYeHUETO Npu HeobxoammocT. CbLyo, TOBA € Hall-
MaJIKO MHBA3MBHUAT XMpPYypruyeH noaxos,. Morat ga ce o06MUCAAT U APYrY NO-MHBA3UBHM NOAXOAM, aKO
TO3U He ycnee.

OugeHKaTa naeHTMOMLUMPA ChLLO TaKa BMAA M YeCcToTaTa Ha HexenaHute cbobutuA. Te ca B CbOTBETCTBUE C
BeYe U3BECTHU CbbUTUA. He ca Bb3HUKHANN HOBM CbOUTUA UAM YECTOTU. BCUUYKM Bb3MOXKHM HEXKeNaHU
CbbUTUSA Ca HAANEKHO AOKYMEHTUPaHM B MHCTPYKUMKUTE 3a ynoTpeba Ha usgenmeTo.
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OUEHKA HA PUCK-NOJI3A

lpynaTta nauMeHTH, Nnoaxoasaila 3a xemuenudusmoaesa, ca NoApPACTBALLM AeLLd, KOUTO Ce HyXKOanAT OT
aHrynapHa Kopekuma Ha Ab/ra KOCT Ha KpaK. Ba)KHO e AeTeTo u poguTenvTe Aa noemar aHraXkMmeHTa ga ce
BbPHAT 3a KOHTPO/IEH Nperaen B TOMHOTO BpemMe, 3a Aa ce nsberHe cepbxkopekums. MNo-rosamaTa 4acT oT
naumeHTUTe, NOANOXKEHU Ha xemuenmudusnoaesa, ce nognarat Ha Hes NOpaau aHOMaHa aHryiauua Ha
KONIIHHaTa cTaBa.

NMocTeneHHaTa KOpeKuma Ha aHrynaumata ¢ GGPS moxe ga ce NOCTUrHe camo NPu aKTUBEH pacTeXX, Taka ve
npoueaypaTa Hal-BEPOATHO HAMA Aa NOCTUIHE XeNaHUA pe3yaTaT, ako Ce U3BbPLIKN TBbpAe KbCHO. Mpun
Te3M NauMeHTn e HeobxoaMMa aHrynapHa Kopekumsa ¢ octeotomus. OcteoTomusaTa MoKe ga bbae YacTmyHa
WAN MbHA U PUKCAUMATA MOXKe Aa 6bae BbTPeLlHa UK BbHLWHA. NpegMmcTBoTo e He3abaBHa KopeKLums,
HO pUCKOBeTe OT MHPEKLMA UAM HE3apaCTBaAHE ca NO-F0AeMM, OTKOZIKOTO NPM NOCTENEHHA KOPEeKLMa Ypes
HanpaB/ABaH PacTeX.

GGPS ce noctaBa ambynaTopHO U NaLMEHTHT MOXe Aa NOAHOBU HOpMasiHaTa CU AeWHOCT A0CTa paHo.
MpoueaypaTta e Hamb/IHO Pa3/INYHO OT OCTEOTOMMA, KOATO U3UCKBA NPECTOM OT 1 nan 2 Howwy B 6oAHMLA U
Hanara orpaHuyeHue Ha AeMHOCTUTE M MOHACAHETO Ha Te/IECHO TEr/10 B NPOAb/IKEHME Ha HAKOIKO AHU MK
ceaMuUM cnef ToBa. YCI0KHEeHUATa OT HeNpaBWIHO 3apacTBaHe MAKM He3apacTBaHe ce NPosABABaT U ca
MHOTO MO-TEXKWN OT YCNOKHEHWNATA, Bb3HMKBALLM NPU M3M0I3BaHE HA OCMOBMAHA naoda. MoseyeTo
nauneHTU, KOUTO MMaT OCMOBMAHA MN/104Ya, NOYTK He A 3a6enA3BaT 1 MoraT 4a U3BbPLLIBAT BCUUYKUTE CU
HOPMaNHW AenHoCTU.

ToBa e MHOTO /ieKa npoueaypa. Masika meTanHa naacTMHa ce pasnosiara Ha NoBbPXHOCTTA Ha KOCTTa C
Npeum3HOCT, Taka Ye Aa NpeMnHaBa npes pbba Ha pacTeXkHaTa NaacTMHa, KOATo ce Hamupa 61130 Ao
KpauliaTta Ha BCMYKM ObJITM KOCTM M KOHTPO/IMPA pacTexa no Ab/XKuHa. TA ce 3aabprKa Ha MACTOTO CU OT
Mo eAuH BMHT OT BCAAKa CTPaHa Ha pacTeskHaTta naactuHa. Maovata AencTsa KaTo Crnpaqka 3a CKOpOCTTa Ha
pacTe} Ha KOCTTa OT CTpaHaTa, KbAeTo e noctaseHa. [1poTMBONONOXKHATA CTPpaHa NPoAb/XKaBa Aa pacTe
HopmasHo. lMpes ToBa Bpeme KOCTTa NPoAb/IKasa A3 GYHKLMOHMPE HOPMAJTHO M MaLMEHTLT MOXe A3
NPOABANKU Aa U3NbAHABA HOPMAZIHO BCUYKUTE CU AenHOCTU. KopeKumAaTa Ha brb/a ce n3BbpluBa 6aBHO 3a
nepuog ot 9 Ao 18 meceua. PUCKOBETE OT YC/IOXKHEHNA Ca HUCKM B CPaBHEHME C Te3W, Bb3HMUKBALLM NPy
aNTepHaTUBHM NIeYeHMs, KaTo NOBEYETO OT TAX Ca He3HauMTenHu. Monsute oT NpoueaypaTta ca roemm, Tbi
KaTo aHOMa/IHUAT bIb/ B €4Ha UM NoBeYe KOCTM MoXKe Aa 6bae KopurnpaH 6aBHO, AOKATO NaLMEHTHLT
NpoAb/XKaBa Aa XUBee XMBOTa CM HOPMaHO. ANTepHaTUBHUTE NpoLeaypw 3a NOCTUTaHe Ha aHryiapHa
KOpEeKUUs 06MKHOBEHO €a NO-TONIEMU, KaKTO U Bb3MOXKHUTE YCNOKHEHMA.

Tasu npoueaypa MOXKe 4a Ce U3BbPLUM Ha BCAKA Bb3PacT, CTUra PacTeXKHUTE NAACTMHM BCe OlLe Aa ca
oTBopeHMu. lN1oyaTa TpAbBa Aa ce OTCTPaHM B Kpas Ha e4EeHNETO, KOraTo Ce NOCTUIHE aHryaapHa KopeKkuus,
W cnep ToBa KOCTTa We NPoAb/XKM Aa pacTe HOPMasHo.
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3aKNHOYEHNETO BbB BCUUKM KJIMHUYHM CTaTUN, B KOMTO MMa MHPOPMALLMA 33 NpocnefeHnN NALMEHTH C TOBA
JleyeHue, e, Ye BpeMeHHaTa xemunenmdunsmoaesa ce Bb3nosi3ea oT GU3M0N0rMYHMA pacTex Ha PpusaTa, 3a aa
NieKyBa epeKTMBHO aHryfapHuUTe ZedopmMaupmm ¢ Masika YecToTa Ha YC/IoXKHeHUA. ToBa e HaaeXaHa,
npenopbYMTENHA MbPBA IMHUA Ha IeYEHNE B MHOXKECTBO C/ly4au, Npeam Aa ce NPUN0KN OCTEOTOMMA.

MHOro e Ba*KHO XMPYPIrbT M NaLMEeHTbT Aa ce AO0roBOPAT 3a rpaduK 3a KOHTPOIHM Nperneau, Taka ye aa
MOXe Aa ce NpocneanBa NOCTENEHHATa KOPEKLUMA Ha aHOMAIHWUA BIbA M NJoYaTa Aa Ce OTCTPaHM B TOYHOTO
BpeMe, KoraTo LLeNTa Ha KopeKuuaTa e NocTUrHara.

B 3akntoveHune — nonsute ot GGPS ca Bncoku. lNocTtaBAHETO cTaBa ypes sieka XpyprmiHa nHTepseHLuA,
KaTO MMa HUCHBK PUCK OT YCNOXKHEHUA.

NMOCTMAPKETUHIOB HA30P

Orthofix Srl. e BbBeN HAKONKO AeliHOCTU 3a HabatoaeHWe Ha 6e30NacHOCTTa M KAMHUYHUTE NOKasaTenu Ha
GGPS. Te3n geHOCTM LENAT onasBaHe 34paBeTo Ha NaLUMeHTa 1 ca ONUCAHU B OTAENIEH AOKYMEHT, HapeyeH
,MNaH 32 NOCTMAPKETUHTOBO K/IMHUYHO NpocaeansaHe”.

Mo-koHKpeTHo, Orthofix we cbbupa AaHHM 3a AecTBUTENHATA KAMHMYHA ynoTpeba Ha GGPSP oT xupyp3u,
KOMTO Ca M3M0/13Ba/IM NPOAYKTA 3a IeYeHne Ha gedopmaLmmn 1 PasanKkK B Ab/XKMHATA Ha KpaKaTa.
O6xBaTbT Ha CbbMpPAHETO Ha AaHHM Le 6bae C Len oueHKa Ha 6pona npobaemu (YyCNoXKHEeHUs), KOUTO
nauMeHTUTE ca cpeLHanuM No BPeEME Ha JIEYEHNETO CU, KaKTO U NPOLLEHTHLT NALMEHTN, AOCTUTHAAWN LEeNTa Ha
neyeHmneto cu. CbbpaHUTe NO TO3N HaUMH AaHHM We 6bAaT cpaBHEHM ¢ AaHHUTe 3a GGPS, ny6ankyBaHu B
Hay4YHM cNUcaHma. 3a Tasu uen Lwe 6vaaT cbbpaHn gaHHM 3a 70 NaLMeHTH, eKyBaHW B €BPOMNENCKU
6onHULM.

6. BB3MOXHW TEPATNEBTUYHU AJITEPHATUBU

AKO vcKaTe aa nosyunte MHPOpPMaLMA 3a aNTepPHATUBHO NeYeHmne, CBbpPKeTe ce ¢ Baluma nekap. Tot moxe
[a B3eme npeasug Bawara MyHa cuTyaums uav Tasm Ha Bawerto gerte.

Kopekuuata Ha aedopmauuute Ha KpamHULMTE MOMKEe Aa Ce M3BBLPLUM CbLO M Ype3 edHa OT cneaHuTe
npoueaypm:

- MWHMMaNHO MHBa3MBHa Xemuenudusmogesa uAM enudusmMogesa NOCPeaCcTBOM METOAM,
pasnnuHmM ot GGPS. [pyrv nsgenma moKe B KpaiiHa cMeTKa ga cnpaT cnocobHOCTTa 3a pacTex
Ha AbATUTE KOCTU Ypes noBpekaaHe Ha ¢usaTa.

- MNo-MHBasMBHa npoueaypa, HapeyeHa ,ocTeoToMuA“. TO3M HAYMH Ha KopurMpaHe Ha
Aebopmaumm NpeacTaBisaBa 3HAYUTENHA XMPYPrMYHa npoueaypa. TA BKAOYBaA psA3aHe Ha
HenpaBWMAHO MoApaBHEHaTa KOCT M MNpenoapaBHABaHe Ha KocTTa. JlekapaT ¢uKcupa
npenoApaBHeHaTa KOCT Ha MACTO. 3a LenTa To MOXe A4a M3N0oA3Ba WUHTOoBE MAN KOMBUHaLMA
OT MNIACTUHU W BMHTOBE, NOC/AEABAHM OT runcupaHe. MNoHAKOra NeKapaT MoXKe Aa M3M0/3Ba
BbHLIHA WKHA. TO3M BUA, XMPYPrMYHA Hameca MOXe A3 Kpue OonpeaenieHn pUCKoBe.
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OcBeH ToBa AeTeTo TpAbBa Aa ocTaHe B 60AHKULA 32 U3BECTHO Bpeme. YecTo ce cpella 3abaBeHO
npoxoskaaHe (noemaHe Ha TesiecHoTo Terno). Cnen 034paBuTeNIHAA NEPMOA, AETETO MOMKeE [a Ce
Hy»Kaae oT pu3moTepanma. B MHOro ciyyam moske Aa ca Heobxo4MMM MHOXKECTBO onepauun 3a
ocTeoToMMA.
CbrnacHo cbBpeMeHHUTe AOCTUXKeHUA B 06nacTTa, nocTeneHHaTa KOpeKUMsa Ha aHrynapHu aedopmaumnn
(xemnenuousmnogesa nnm enndusnoaesa) cneasa aa 6bae NbPBUAT eTan B NOETaNHUA XMPYPrudeH Noaxos,
KbM aHrynapHu gepopmauun Wan pasivuyHM Ob/KUHW Ha KpahHuumTe. Te npeacTasnfBaT Mo-Masko
WHBa3MBHA aNnTepHaTMBa Ha KopUrupauwmte octeoTtommun. CBbP3aHU ca C No-manko 60/Ka, MO-KpaTKo
obe3aBuKBaHe, MO-HUCKA LieHa U NO-MafbK XMpyprudeH puck. OcteoTomuuTe npegnonaraT XMPYpruyHo
n3pA3BaHe Ha KOCTTa, 3a Aa ce Kopurnpa aedopmaumata. BpemeHHO HanpasAfBaHUAT PacTe) Cblio e
aNTepHaTUBa Ha NEPMaHEHTHO ClMpPaHe Ha pacTea.

7. NPEA/IOMEH NMPO®U/T U OBYHEHWME 3A NOTPEBUTENN

Camo KBannduumMpaHu 3apaBHM CNELMaNnCT1, PperncTtpupaHmn ot 6opaa notpebutenn, moraT Aa Usnosissart
GGPS. 3a uenTa Te ce Hy»AanT OT 06LINMPHN U 334 bN60YEHN NO3HAHKUA NO AeTCKa aHaTomMMUA U TpabBa Aa umat
ONUT B OPTONEANYHUTE U XMPYPIUYHUTE NpoLeaypy Npu NeanaTPUUYHN NaUUeHTH.
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OBECNY UCEL SSCP

U¢elem tohoto souhrnu Gdajil o bezpeénosti a klinické funkci (SSCP) je poskytnout vefejnosti pfistup k
aktualizovanému souhrnu klinickych Gdajd a dal$im informacim o bezpecnosti a klinickém vykonu systému
dlah pro fizeny rist (dale GGPS, interni referencéni technicky soubor DMF-13)*.

Cilem SSCP neni:
- poskytovat obecné rady k diagnostice nebo Ié¢bé konkrétniho zdravotniho stavu ani
- nahradit navod k pouZiti (IFU) jako hlavni dokument, ktery bude poskytnut k zajisténi bezpecného
pouzivani GGPS, ani
- nahradit povinné udaje ve vSech ostatnich povinnych dokumentech.

Soucasny SSCP se sklada ze dvou casti:

1. prvni ¢ast je uréena pro uzivatele/zdravotniky, zatimco
2. druha &ast je urcena pro pacienty.

Obé casti musi byt napsany tak, aby byly pro konecné ptijemce srozumitelné.
* Poznamka:

Systémy dlah pro Fizeny rdst ptedstavuji skupinu dvou ekvivalentnich zafizeni (samostatné vyrabéné,
vlastnéné a proddvané spolecnosti Orthofix Srl s oznacenim CE), a to:

- systém rizeného ristu (dale GGS) a
- jeho novou generaci systém dlah pro fizeny rust Plus (dale GGPSP).

Orthofix Srl — Via delle Nazioni, 9 37012 Bussolengo (VR)
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CAST I: SSCP PRO URCENE UZIVATELE/ZDRAVOTNIKY

1. IDENTIFIKACE ZARIZENI A VSEOBECNE INFORMACE

1.1. Obchodni nazev prostifedku
Systémy dlah pro fizeny rist

Pozndmka:
Skupina produktl GGPS zahrnuje nasledujici obchodni nazvy prostredku:

Guided Growth System

- Systém pro fizeny riist eight-Plate 8eight—Plate

- Systém pro fizeny rist eight-Plate + 8eight—PIate‘8’

1.2. Vyrobce

Nazev: Orthofix Srl HOORTHOFIX'
Adresa: Via delle Nazioni 9 — 37012 Bussolengo (VR), Itdlie Orthoftx Sil

Via delle Nazioni 9 - 37012 Bussolengo (VR) Italy
Tel. 0039 (0) 45 6719000 - Fax 0039 (0) 45 6719380

1.3. Jednotné registracni Cislo vyrobce (SRN)
Zatim neni k dispozici (bude poskytnuto po zaclenéni do EUDAMED).

1.4. Zakladni UDI-DI
ZAKLADNI UDI-DI: 805050436ImpPlates2bNAC6W

1.5. Popis/text nomenklatury zdravotnickych prostiedkud
Klasifikace CND: P09120503 — SYSTEMY SROUBOVACICH DESEK PRO OSTEOSYNTEZU

1.6. Trida prostredku
lb

1.7. Rok, kdy byl vydan prvni certifikat (CE) vztahujici se na zafizeni
Na GGPS se vztahuji certifikaty CE podle smérnice 93/42/EHS ke dvéma prostfedkiim patficim do Fady
produktll GGPS, které byly poprvé samostatné oznaceny znackou CE v:

Systém Prvni certifikat v Certifikat CE (smérnice
93/42/EHS)

Systém pro fizeny rist Cerven 2008 G106 1152763 004

Systém dlah pro Fizeny rist Plus Kvéten 2017 G114 0352763 015

Orthofix Srl — Via delle Nazioni, 9 37012 Bussolengo (VR)
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1.8. Autorizovany zastupce
Nerelevantni (spolecnost Orthofix Srl sidli v hospodafském prostoru Evropské unie).

1.9. Ozndmeny subjekt, ktery ovéri SSCP
Nazev: TUV SUD Product Service GmbH
Identifikacni ¢islo: 0123

2. ZAMYSLENY UCEL PROSTREDKU

2.1. Zamysleny ucel
Systémy dlah pro fizeny rlst predstavuji dlahy uréené k fixaci kosti.

2.2. Indikace a cilova populace
Indikace pro pouziti
GGPS jsou indikovany pro postupnou korekci deformaci dlouhych kosti u déti ve vyvinu. Mezi konkrétni
ziskané nebo vrozené typy deformace kosti, pro které bude prostiedek indikovan, patfi:
- deformace kolene (stehenni nebo holenni kosti) vbocenim, vybocenim ¢i ohybem nebo protazenim;
- deformace kotniku vbocenim, vybocenim nebo plantérni flexi;

Cilova populace
GGPS jsou urceny pro pediatrické pacienty s otevienou fyzou (déti ve vyvinu).

2.3. Kontraindikace a/nebo omezeni
Kontraindikace:
NEPOUZIVEJTE GGPS, pokud pacient vykazuje nasledujici kontraindikace nebo ma-li k nékterym
nasledujicim kontraindikacim vrozené predispozice:
- deformace u dospélych osob (dosazeni kostni zralosti zabrarnuje dalSimu rastu);
- pokud se ristova ploténka uzavrela v disledku zranéni nebo infekce, protoze v takovém pfipadé je
zabranéno dalsimu rlstu.

Omezeni:

Informace o bezpecnosti pfi vySetfeni magnetickou rezonanci: U GGPS nebylo provedeno posouzeni
bezpecnosti a kompatibility v prostfedi magnetické rezonance. Nebylo u néj provedeno ani testovani
zahtivani, migrace a obrazového artefaktu v prostredi magnetické rezonance. Bezpecnost systému dlah
pro fizeny rlst Plus v prostfedi magnetické rezonance neni znama. U pacientl s timto zdravotnickym
prostifedkem, ktefi podstupuji vySetfeni magnetickou rezonanci, mize dojit k poskozeni zdravi.

Orthofix Srl — Via delle Nazioni, 9 37012 Bussolengo (VR)
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3. POPIS PROSTREDKU

3.1. Popis prostiedku

GGPS se skladaji ze systému Eight-Plate a Quad-Plate riznych velikosti, které jsou navrzeny tak, aby byly
pouzitelné s kanylovanymi i pevnymi sSrouby, které jsou k dispozici v rlznych velikostech. Dlahy a Srouby
jsou k dispozici ve sterilnim nebo nesterilnim provedeni.

Prostfedek je urcen k postupné korekci pediatrickych vrozenych a také ziskanych deformaci kosti dolnich
koncetin za predpokladu, Ze rlistové ploténky nejsou zarostlé.

Diky tvarovanym zuzenym ¢astim a nizkému profilu jsou dlahy vhodna k pouZiti u pediatrickych pacient(.
V dlahdch je centralni otvor uréeny pro docasné implantovany vodici drat, ktery slouzi k umisténi a
odebrani dlahy. Dlahy se upevnuiji ke kosti pres rlistovou ploténku pomoci Sroubl. Tyto Srouby nejsou

v dlaze zajistény, ale mohou se otacet a odchylovat svou polohu podle probihajiciho ristu kosti.
Implantat plni funkci pruzného kloubu, ktery umozniuje rlist v misté rlistové ploténky, a postupné
narovnava koncetinu.

Aplikaci a vyjmuti GGPS Ize provadét pomoci obecnych ortopedickych nastroji Orthofix.

Podle souc¢asné stavu odbornych znalosti jsou hemiepifyziodéza a epifyziodéza chirurgickymi technikami
pouzivanymi k postupné korekci uhlovych deformit koncéetin nebo odchylek v délce koncetin u skeletalné
nezralych pacientd. Tyto chirurgické techniky by mély byt prvni fazi postupného chirurgického pristupu k
Uhlovym deformacim nebo deformacim spojenych s délkou koncetiny. Mély by predstavovat méné
invazivni alternativu ke korekénim osteotomiim a jsou spojeny s mensi bolesti, kratsi imobilizaci,
snizenymi naklady a mensim chirurgickym rizikem. DoCasny fizeny rlst je také alternativou k trvalé
zastaveé rastu, a proto by mél byt v rdmci postupného pfistupu prvni volbou chirurga pfi pokusu o korekci
u oteviené fyzy.

Analyzovana data také naznacuji, Ze docasna hemiepifyziodéza — dlahovanim nebo dratovanim — maze
byt zkomplikovana predcasnym uzavienim fyzy, obdobim zrychleného ristu pfi fenoménu rebound nebo
migraci zafizeni; komplikace se vsak zdaji byt pfi pouZiti extraperiostalni metody s dlahou se 2 otvory
nizsi a pfinosy téchto pristupl stale prevazuji nad souvisejicimi riziky.

Celkové tato data ukazuji, Ze docasné hemiepifyzové a epifyzové pfistupy se pouzivaji mnohem Castéji
neZ trvalé metody, jako je osteotomie. To je zpUsobeno hlavné skutecnosti, Ze osteotomie nezarucuje
neopakovani vyskytu a zdroven je invazivnéjsi ve srovnani s metodami fizeného rdstu.

Z klinickych udaju vyplyva, Ze lécba pomoci GGPS trva v priméru priblizné 1 rok. Skute¢na doba lécby se
bude lisit v zavislosti na rozsahu korekce, kterou je tfeba provést, a véku a zbyvajicim rlistu pacienta. Po
dokonceni l1éCby je na chirurgovi, aby rozhodl, kdy implantaty vyjme. U pacient(, u nichZ po ukoncéeni
|éCby jesté zbyva urcity zbytkovy rlst, protoZe zatizeni funguje tak dlouho, dokud kost stale roste, se
doporucuje po dokonceni Ié¢by vyjmout implantaty, tedy kdyZ je dosaZzeno poZadované korekce. Mira
odstranéni implantatu v ptipadech, kdy je implantat odstranén pfi nepldnovaném chirurgickém zakroku,
nikoli pfi ukonceni l1éCby, je nizsi nez 10 %.

3.2. 0Odkaz na predchozi generaci nebo varianty a popis rozdilt
Systém dlah pro rizeny rist Plus (GGPSP) je novou generaci systému pro fizeny rist (GGS).
Tabulka 1 uvadi souhrn hlavnich rozdili mezi obéma zatizenimi.
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Tabulka 1: Shrnuti srovnani mezi GGS a GGPSP

GGS GGPSP
DLAHY
ROZMEROVA RADA . eight-Plate: L 12mm, L 16mm,
IMPLANTOVATELNYCH ef:;_i:::zj t 122: t ;gzm L 20mm
KOMPONENTU g ' ’ quad-Plate: L 16mm, L 22mm
SCHEMATICKE
ZOBRAZEN( SYSTEMU m
EIGHT-PLATE

s

(NENi V MERITKU)

SCHEMATICKE
ZOBRAZENI{ SYSTEMU
QUAD-PLATE

s

(NENi V MERITKU)

C0

KONSTRUKCE DLAHY:
SROVNANI PRVNi
GENERACE A
GENERACE PLUS

Obé verze modeli eight-Plate a quad-Plate maji tvarované zUzené casti a nizky

profil vhodny k pouZiti u pediatrickych pacientd.

Obé verze maji shodné konstrukéni parametry, s vyjimkou ndsledujicich:

o Sitka sekce, ktera se zvysila u generace Plus.

o Celkova tloustka profilu implantatu (dlaha + Srouby), ktera se snizuje u
generace Plus, ale nema vliv na pevnostni vlastnosti dlah.

Pocet fixacnich bodU zlstava od prvni generace po generaci Plus nezménén:

e Vdlahach je centralni otvor uréeny pro do¢asné implantovany vodici pin,
ktery slouzi k umisténi a odebrani samotné dlahy.

e Systém eight-Plate je upevnén k vnéjsimu povrchu kosti pres ristovou

ploténku pomoci dvou Sroubd.

e Dlahy quad-Plate se upevnuji k vnéjsSimu povrchu kosti pres rlistovou

ploténku pomoci ¢tyf Sroubd.

MATERIAL

Nerezovd ocel: AISI 316L podle normy
ISO 5832 / ASTM F138

Titan: Ti6Al4V podle normy
ISO 5832 / ASTM F136

Titan: Ti6Al4V podle normy
ISO 5832 / ASTM F136
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GGS GGPSP
SROUBY
ROZMEROVA RADA @ 4.5mm k dispozici v pevné i fafl'slg:/?nljé(y:rpz?zm TP
IMPLANTOVATELNYCH kan. lované vefzi i 7)) 3y5mm k dispozici pouze v pevné
KOMPONENTO y : pozictp P
verzi
SCHEMATICKE
ZOBRAZENi SROUBU
(NENi V MERITKU)

KONSTRUKCE DLAHY:
SROVNANI PRVNi
GENERACE A
GENERACE PLUS

Jedind zména konstrukce Sroubl generace Plus souvisi s nizkym profilem:
mensi hlava $roubu, aby mohla sedét hloubéji v dlaze. Sroub generace Plus ma
stejny rozmér zavitu a dfiku jako Sroub prvni generace.

Nerezovd ocel: AlSI 316L podle normy | Titan: Ti6Al4V podle normy

ISO 5832 / ASTM F138 ISO 5832 / ASTM F136
MATERIAL . ,

Titan: Ti6Al4V podle normy

ISO 5832 / ASTM F136
SESTAVA (DLAHA A SROUB)

, ) !
SCHEMATICKE i !
ZOBRAZENI .-
SESTAVY (NENIi V
MERITKU) PRVNI
GENERACE

Geometrické parametry sedla hlavy GGPSP jsou ekvivalentni s prvni generaci.
KONSTRUKCE Nezavisle na velikosti dlahy tedy sestava (dlaha a Sroub) generace Plus vypada po
SESTAVY: implantovani shodné s prvni generaci, jak je uvedeno vyse. Stejny obrazek navic
SROVNANI PRVNIi | ukazuje, 7e celkova vyska systému je nizsi (3.5mm) neZ u prvni generace (4.1mm).
GENERACE A Tento aspekt odrazi konfiguraci systému v ¢asném pooperacnim obdobi a souvisi s
GENERACE PLUS bolesti a toleranci pacienta: nizsi profil je ve skutec¢nosti potencidlné spojen s lepsi
toleranci.

Orthofix Srl — Via delle Nazioni, 9 37012 Bussolengo (VR)
Tel. (+39) 045 6719000 Fax (+39) 045 6719380

Strana 9z 35




¢) ORTHOFIX

Sablona SSCP PO 238-01 REF. SSCP_GGPS_Rev. 05

Souhrn udaju o bezpecnosti a klinické funkci
Systémy dlah pro Fizeny riist (GGPS)

SCHEMATICKE
ZOBRAZENI
SESTAVY (NENIi V
MERITKU)
GENERACE PLUS

—— 24° ] ——— 0%
KONSTRUKCE Béhem lécby, kdyZ Srouby dosdhnou maximalniho uhlu otevieni, je celkova vyska
SESTAVY: implantatu generace Plus shodna s prvni generaci: 4.5mm, jak je uvedeno vyse.
SROVNANI PRVNi | Vzhledem k tomu, ze ROM (rozsah pohybu) $roub& GGPSP v dlaze je vy$$i nez u
GENERACE A prvni generace, je ¢as potirebny k dosazeni maximalniho ohnuti delsi: to potencidlné

GENERACE PLUS umoznuje delsi dobu osetfeni, a tim i vétsi korekci.

3.3. Popis veskerého pfisluSenstvi, které je ur¢eno k pouziti v kombinaci s prostfedkem

Prislusenstvi, které umozZnuje pouziti GGS v souladu s jeho zamyslenym ucelem, podle ¢lanku 2 smérnice
2017/745, je uvedeno v tabulce 2.

Tabulka 2 — Seznam prislusenstvi GGS

KATALOGOVE POPIS PRINCIP POUZITi PROSTREDKU
CisLo

DHO0454CE OHYBAC GUIDED GROWTH PLATE Ruéné ovladané zatizeni, které ohybd implantovatelné
prostifedky do vhodného anatomického tvaru.
DHO0455CE MIKRORACNOVA RUKOJET S KONEKTOREM AO, Ruéni zafizeni, které se pfipeviiuje na konec
KANYLOVANE chirurgického nastroje (napt. Sroubovak) a umoziuje
zdravotnickému pracovnikovi manipulovat s
nastrojem.
450336CE NOSIC, SYSTEM GUIDED GROWTH PLATE, PRAZDNY Prazdna nadoba (nebo jeji ¢ast) poskytujici vhodné
S ; : uloZeni pro prostredky, které musi byt pred pouzitim
GP801CE STERILIZACNI SITO, GUIDED GROWTH, PRAZDNE u pacienta sterilizovany podle pokyn( vyrobce. Sito

pred sterilizaci zabalte do schvaleného steriliza¢niho
obalu nebo je vlozte do pevné steriliza¢ni nadoby, aby
po sterilizaci nedoslo ke kontaminaci.

GP901CE STERILIZACNI KOMORA, GUIDED GROWTH
(NEREZOVA OCEL), PRAZDNA

Prislusenstvi, které umoznuje pouziti GGPSP v souladu s jeho zamyslenym ucelem, podle ¢lanku 2
smérnice 2017/745, je uvedeno v tabulce 3.
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Tabulka 3: Seznam prislusenstvi GGPSP

180015 OHYBAC GUIDED GROWTH PLATE Ruéné ovladdané zafizeni, které ohybd
implantovatelné prostfedky do vhodného
anatomického tvaru.

180990 STERILIZACNI KOMORA, PRAZDNA Prazdna nadoba (nebo jeji ¢ast) poskytujici vhodné
. : ; ; uloZeni pro prostredky, které musi byt pred pouZitim
180991 NOSIC PRO SYSTEM EIGHT PLATE PLUS, PRAZDNY u pacienta sterilizovany podle pokynd vyrobce. Sito
. . . . pred sterilizaci zabalte do schvdleného sterilizacniho
180992 NOSIC PRO SYSTEM QUAD PLATE PLUS, PRAZDNY obalu nebo je vioZte do pevné sterilizaéni nsdoby,
2 — - —— b terilizaci nedoglo ke kontaminaci.
180993 NOSIC PRODLOUZENEHO VEDEN PLUS, PRAZDNY aby po stertlizact nedosio ke kontaminaci
180995 ZAKLADNA STERILIZACNi KOMORY
180996 ViKO STERILIZACNT KOMORY

3.4. Popis veskerého dalsiho zafizeni a produktd, které jsou uréeny k pouZiti v kombinaci s prostfedkem
NiZe jsou uvedeny a strucné popsany nastroje pro aplikaci nebo odstranéni dlah a sSroubd. Podrobnéjsi
popis pouziti nastroje béhem chirurgického zakroku je uveden ve specializovanych operacnich
technikach.

Seznam ndstroji GGS

KATALOGOVE  POPIS PRINCIP POUZITi PROSTREDKU
c¢isLo
GP520CE KANYLOVANY VRTAK D 3.2MM S KONEKTOREM QC Tycka s rovnymi, spirdlovitymi nebo tvarovanymi
; ; drazkami, které funguji jako fezné plochy urcené k
99-GP520CE KANYLOVANY VRTAK D 3.2MM, QUICK CONNECT, otevieni otvoru v kosti pro zavedeni riiznych
STERILNI ortopedickych prostfedk. Vrtdk mhzZe byt pfipevnén
GP520JP KANYLOVANY VRTAK, EIGHT-PLATE, 3.2MM, QUICK k rukojeti nebo k elektrické vrtacce pro ru¢ni nebo
CONNECT pohanéné otaceni.
GP540CE K-WIRE D 1.6MM, L 150MM Dlouha tenka tyc, ktera drzi prostredek ve spravné
poloze.

Seznam opakované pouZitelnych chirurgickych ndstroji GGS

KATALOGOVE POPIS PRINCIP POUZITi PROSTREDKU

CisLo

DH0456CE KANYLOVANY HEX SROUBOVAK D 3.5MM Zatizeni, které se pfipojuje k prvku a zajistuje
S KONEKTOREM QC Sroubovani, odsroubovani, utazeni, uvolnéni,

GP510CE KANYLOVANY SROUBOVAK 3.5MM odstranéni béhem chirurgického zékroku.

GP510JP SROUBOVAK, EIGHT PLATE, 3.5MM, KANYLOVANY, CE

Orthofix Srl — Via delle Nazioni, 9 37012 Bussolengo (VR)
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KATALOGOVE POPIS PRINCIP POUZITi PROSTREDKU

¢isLo

DHO0457CE POUZDRO SROUBU PRO HRIDEL D 5MM Zafizeni, které soucasné umistuje, nataci a vede dalsi

- zafizeni (napf. Srouby, draty nebo rotujici vrtaky) na

DH0464CE DRZAK GUIDED GROWTH PLATE kosti. V nékterych ptipadech také chrani okolni mékké
- . tkané, kdyz je Sroub, drat nebo vrtak v provozu.

GP530CE VODIC VRTAKU

GP530JP voDIC VRTAKU, EIGHT PLATE

DHO0474CE EXTRAKTOR SROUBU, GUIDED GROWTH Ruéni zatizeni, které extrahuje implantovatelné

zafizeni z téla.

M{Uze byt pouZito s chirurgickym kladivkem nebo
palickou k extrakci implantatu podle konkrétnich
indikaci pro pouZziti.

Seznam ndstroju GGPSP

g‘,“TALOGOVE POPIS PRINCIP POUZITi PROSTREDKU

ISLO

180020 SAMODRZICI KANYLOVANY HEX $ROUBOVAK zafizeni, které se pripojuje k prvku a zajistuje
3.5MM Sroubovani, odSroubovani, utazeni, uvolnéni,

odstranéni béhem chirurgického zakroku.

180010 KANYLOVANY VRTAK D 2.4MM, QUICK CONNECT Tycka s rovnymi, spirdlovitymi nebo tvarovanymi

180035 KANYLOVANY ZAVITN{K D 3.5MM, QUICK CONNECT drazkami, které funguji jako fezné plochy urcené k
KANYLOVANY VRTAK D 2.4MM, QUICK CONNECT, otevreni otvoru v kosti pro zavedeni rdznych

99-180010 STERILNI ortopedickych prostifedkd. Vrtak mize byt pfipevnén k
KANYLOVANY ZAVITNIK D 3.5MM, QUICK CONNECT, rukojeti nebo k elektrické vrtaéce pro ruéni nebo

99-180035 STERILNI pohanéné otaceni.

99-GP540CE K-DRAT D 1.6MM, L 150MM EIOCI)(LJJZh: tenka tyc, ktera drzi prostfedek ve spravné

Seznam opakované pouZitelnych chirurgickych ndstroji GGPSP

KATALOGOVE  POPIS PRINCIP POUZITi PROSTREDKU

cisLo

DHO0464CE DRZAK GUIDED GROWTH PLATE Zatizeni, které souc¢asné umistuje, nataci a vede dalsi
zafizeni (napf. Srouby, draty nebo rotujici vrtaky) na

180005 voDIC VRTAKU kosti. V nékterych pfipadech také chrani okolni mékké
tkané, kdyz je Sroub, drat nebo vrtdk v provozu.

DHO0474CE EXTRAKTOR SROUBU, GUIDED GROWTH Rucni zatizeni, které extrahuje implantovatelné

zafizeni z téla.

M{ze byt pouZzito s chirurgickym kladivkem nebo
pali¢kou k extrakci implantatu podle konkrétnich
indikaci pro pouziti.
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4. RIZIKA A VAROVAN(

4.1. Rezidudlni rizika a neZadouci Ucinky

Ne kazdy chirurgicky zakrok kon¢i Uspésné. Kdykoli se mohou objevit dalsi komplikace zplsobené
nespravnym pouzitim, zdravotnimi divody nebo selhanim zdravotnického prostfedku. Ty pak vyZaduji
dalsi chirurgicky zakrok, pfi kterém je tfeba zdravotnicky prostfedek vyjmout nebo nahradit jinym.
Aby byl zakrok vyuzivajici dany zdravotnicky prostfedek Uspésny, musi se poskytovatel zdravotni péce
dlkladné obeznamit s prislusnymi pracovnimi postupy v predoperacni a operacni fazi. Musi znat
potfebné chirurgické techniky a umét zdravotnické prostfedky spravné vybrat a umistit.

Mezi mozné nezadouci Gcinky vyplyvajici z pouZiti systému dlah pro fizeny rist patfi:

bolest a ztuhlost v misté chirurgického zakroku (pod 5 %);

poskozeni rlistové ploténky (pod 5 %);

rebound fenomén nebo nedosazZeni pozadované korekce a mozna nadmérna korekce (pod 10 %);
prasknuti dlahy, uvolnéni, ohnuti nebo prasknuti kostnich Sroubd (pod 10 %);

komplikace spojené s citlivosti na kov;

typicka rizika spojena s anestezii a chirurgickym zakrokem, napfiklad infekce (pod 5 %) a omezeny
rozsah pohybu (pod 5 %).

4.2. Varovani a bezpecnostni opatteni
VAROVANI

Dlahy jsou jiz ohnuté v uhlu 10 stupnili a u kosti s vyraznéjsimi anatomickymi obrysy je lze ohnout
o dalsich 10 stupnd. Pfi ohnuti o vice nezZ 20 stupnd by mohlo dojit k poranéni nebo k nutnosti
reoperace v disledku zlomeni.

Zvlastni pédi je nutné vénovat tomu, aby kostni Srouby nepronikly do kloub(i nebo neposkodily
rastové ploténky ditéte ve vyvinu.

Kostni dlahy a Srouby nesmi byt pouzivany opakované. Pokud se néktery z implantat dostane do
kontaktu s télnimi tekutinami, mél by byt povazovan za pouzity. Je-li vyzadovano premisténi
implantat(, je tfeba pouzit nové implantaty.

Tento prostredek neni schvalen pro upevnéni nebo fixaci pomoci Sroubi k zadnim ¢astem
(pediklim) kréni, hrudni nebo bederni patere.

UPOZORNENI

Stridavé zavadéjte kostni Srouby, dokud nebudou v dlaze zcela usazeny a dlaha nebude v jedné
roviné s kosti.

Pred vloZzenim Sroubl( se ujistéte, Ze je dlaha v jedné roviné s kosti a v pfipadé nutnosti ji ohnéte
az o dalsich 10 stupna.

NepouzZivejte nastroj pro punkci s elektrickou vrtackou, provadéjte punkci rué¢né.

Zajistéte, aby punkce nebyla pfilis hluboka, a jakmile nastroj pro punkci doséhne mechanické
zarazky, zastavte.

Pro predvrtani pouzivejte spravny vrtak.

Po vloZeni implantat( zajistéte pomoci rentgenového zesilovace jejich spravné umisténi.
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- Vyberte vhodné soucasti implantatu. Zvazte pouZiti pevnych Sroubl u obéznich pacientli a/nebo
pfi planovani dlouhé 1é¢by. Kombinovani implantatl z rozdilnych kovl mize mit za nasledek
galvanickou korozi.

Veskeré zdravotnické prostfedky Orthofix by mély byt pouzivany spolu s odpovidajicimi implantaty,
soucastmi, prislusenstvim a nastroji Orthofix v souladu s operacnim postupem doporuc¢enym vyrobcem.
Spolecnost Orthofix nezarucuje bezpecnost a ucinnost systému fizeného ristu a jeho systému dlah pro
fizeny rist Plus nové generace, pokud jsou pouZzivany se zdravotnickymi prostredky jinych vyrobcd nebo
s jinymi zdravotnickymi prostrfedky Orthofix, neni-li to vyslovné uvedeno v operacnim postupu.

4.3. Dalsi relevantni aspekty bezpecnosti, véetné shrnuti vSech bezpecnostnich opatieni v terénu (FSN
nebo FSCA), jsou-li zavedeny
Nerelevantni (pro GGPS nejsou pfijata Zzadna FSCA).

5. SOUHRN KLINICKEHO HODNOCEN{ A NASLEDNEHO KLINICKEHO SLEDOVANI PO UVEDENI NA TRH

5.1. Souhrn klinickych Udaju tykajicich se ekvivalentniho prostfedku, pokud existuji
Nerelevantni.

5.2. Souhrn klinickych Udajd z provedenych zkousek prostfedku pfed oznacenim CE, pokud existuji
Nerelevantni. GGPS je jiZz na trhu.

5.3. Souhrn klinickych Gdaju z jinych zdrojd, pokud existujf

Nerelevantni, protoZe spole¢nost Orthofix Srl v sou¢asné dobé zavedla plan PMCF, ktery bude kazdoro¢né
aktualizovdn a ktery bude rovnéZ kaZzdoroc¢né generovat zpravu PMCF. To znamen3, Ze v nadchazejicich
mésicich bude probihat aktivni dohled nad prostfedkem a tato ¢ast SSCP bude odpovidajicim zplsobem
aktualizovdna pfislusnymi klinickymi udaji z dalSich opatfeni PMCF.

5.4. Celkové shrnuti klinického vykonu a bezpecnosti

Prostfednictvim klinického hodnoceni mize spolecnost Orthofix Srl. konstatovat, Ze existuje dostatek
klinickych udajl na podporu shody s pozadavky na vykon a bezpecnost, konkrétné s obecnym
poZadavkem 1 natizeni MDR 2017/745.

Relevantni ¢lanky vybrané systematickym vyhledavanim c¢lanki (uvedené ve zpravé o klinickém
hodnoceni) byly analyzovany za Ucelem ziskani stari a typt deformit dlouhych kosti u pacientt [écenych
pomoci GGPS. Souhrn ziskanych informaci je uveden v nasledujici tabulce:

5;:‘('1(1‘:,:(?) l::’:;z;‘ Deformity dlouhych kosti Reference
Uhlové deformity
8.9 3-15 Deformace vbocenim, vybocenim Keshet, 2019
7.5 2-14 Idiopatické/ziskané Uhlové deformity Park, 2017
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\F:;e:l(r;‘rirkr;:; r:::;?/;‘ Deformity dlouhych kosti Reference
2 21-29 més. Uhlové deformity zp(isobené fokalni fibrokartilagindzni Welborn, 2017
dysplazii
11.9 5.8-14-6 Deformace koronalni roviny; idiopatické/vrozené Kadhim, 2017
11.7 4.3-16.5 Idiopatické/ziskané ihlové deformity Shin, 2018
11 3-15 Deformace vboceného kolene: idiopaticka/fibularni Eltayeby, 2019
hemimelie
11.8 8.2-14.4 Vbocené koleno, idiopatické Park, 2018
11.5 8-15 Vbocené koleno, idiopatické Martinez, 2019
10 rokd 8 5.7 més. - Deformita vboceni Vaishya, 2018
més. 14.2 rokd
11.35 nezndmé Idiopatické/ziskané Uhlové deformity Danino, 2018
12 6-20 Deformace kolene flexi Stiel, 2018
4 roky 7 nezndmé Cozenova deformita Morin, 2018
meés.
12 7-16 Vbocené koleno, thlova deformita Zajonz, 2017
Rozdilna délka koncetin
12 nezndmé Idiopaticka/ziskana/vrozena nesrovnalost v délce nohy Bayhan, 2017
13.4 nezndmé Rozdilna délka koncetin Borbas, 2019
13 nezndmé Rozdilna délka koncetin Stewart, 2013
12.5 nezndmé Vrozend/ziskana/neuorolgicka/idiopaticka nesrovnalostv | Gaumétou, 2016
délce nohy
9.4 6.1-13.6 Nesrovnalost v délce nohou z diivodu Proteusova Crenshaw, 2018
syndromu
12.6 7-16 Rozdilna délka koncetin Pendleton, 2013
11 neni k Nesrovnalosti v délce nohou: neuroblastom s Lauge-Pedersen
dispozici metastazami v holenni kosti v 1 pfipadé a vrozenym
(2 pripady malym vzrlistem ve 2. pfipadé.
stejného véku)
12.8 10-16 Rozdilna délka koncetin Siedhoff
10 neni k Rekurvni koleno po epifyziodéze Kievit, 2013
dispozici
(1 jediny
pfipad)
Oboji
nezndmé Pediatrické Uhlové deformity nebo nesrovnalosti v délce Jochymek, 2015
12.4 10.6-13.6 Uhlové deformity / nesrovnalosti v délce / oboji Joeris, 2017
10.8 3.7-10.8 Sinha, 2018

Uhlové deformity nebo nesrovnalosti v délce z rliznych
pricin

Pramérny vék vsech IéCenych pacientll se pohybuje od 2 do 13.4 let, coz potvrzuje, Ze vSechny relevantni
vybrané ¢lanky odkazuji na zamyslenou populaci, konkrétné pediatrické pacienty s otevienou fyzou (déti

ve vyvinu).
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SOUHRN KLINICKEHO VYKONU

PFi poufZiti za podminek a uceld urc¢enych vyrobcem jsou GGPS navrZeny a vyrobeny takovym zplisobem,
ktery mGze ucinné pusobit jako upinaci ¢ep, ktery doc¢asné inhibuje rist kosti na jedné nebo obou
strandch fyzy, a zejména:

Mohou ucinné vést k ispésné korekci thlovych deformit pomoci do¢asné hemiepifyziodézy v
dlouhych kostech kosterné nezralych pacient(.

Mohou ucinné vést k Uspésné korekci nesrovnalosti v délce koncetin (limb length discrepancies —
LLD) pomoci epifyziodézy u kosterné nezralych pacienta.

Pokud jde o alternativni moZnosti IéCby, Uspéch lIécby pomoci GGPS je pfeduréen mnoha faktory,
jako je vék pacienta pti implantaci dlahy a smér deformity.

| pfes svou Ucinnost je pouziti dlah s medialnimi a lateralnimi napinacimi pdsky pfi lécbé LLD ve
srovnani s ablativnimi technikami vyrazné pomalejsi pti vyrovnavani délek koncetin. Tento
prokdzany ucinek lze vysvétlit skute¢nosti, Ze napinaci pasky docasné upoutaji fyzu, takze
zpomaluji, nikoli zastavuiji, rist kosti. Pro dosazeni optimalniho ucinku pti zpomaleni rdstu je tfeba
zapocitat dostatecny Cas: jejich schopnost zpomalit rist je v pocatecnich 6—12 mésicich mensi,
dokud se na dlaze nevytvofi dostate¢né napéti, které by umoznilo svazani fyzy.

Zpozdéna funkénost dlahy s napinacim paskem pfi l[é¢bé LLD mUzZe byt vyvaZena vyhodou
reverzibilni modulace epifyzarniho rlstu, ktera umoznuje lécbu mladsich déti, a tedy delsi obdobi
|é¢by bez ohroZeni budouci Sance na feSeni LLD pomoci ablativni techniky.

GGPS, jako dlaha s napinacimi pasky, nabizi ve srovnani s alternativni definitivni 1é¢bou, jako je
ablativni epifyziodéza fyzy, vyhodu reverzibilni modulace epifyzarniho rlistu. Tim se zabrani
problémdm s odhadem kosterniho véku pro predvidani budouciho ristového potencidlu a umozni
to Ié¢bu mladsich déti a moZznost snadnéji fesit komplikace, které Ize véas identifikovat peclivym
sledovanim.

Podle soucasnych znalosti a technologické urovné mnoho autord doporucuje dlahu s napinacimi
pasky jako vychozi 1é€bu v terapeutickém pfistupu k [écbé deformit dlouhych kosti, pficemz
prvnim pokusem by byla do¢asna hemiepifyziodéza.

SOUHRN BEZPECNOSTI

Pfi pouziti za podminek a ucell uréenych vyrobcem jsou GGPS navrZeny a vyrobeny takovym zplisobem,
ktery zarucuje, Ze nedojde k naruseni bezpeénosti pacient(l ani uZivateld, a zejména:

Kvantitativni a kvalitativni analyza stiznosti obdrZzenych z trhu ohledné GGPS piIné v souladu se
soucasnou urovni poznatkl a vyvoje (pro ekvivalentni zatizeni).

Kazda komplikace byla jiz fadné feSena v ¢asti ,Mozné nezadouci uc¢inky” navodu k pouZiti (IFU).
V dokumentaci doprovazejici GGPS jsou uvedeny relevantni informace pro uZivatele a pacienty,
aby se co nejvice snizila mozna rizika spojena s pouzivanim. Takové relevantni informace jsou
napfiklad uvedeny v oddilech ,Varovani“ a ,, Bezpecnostni opatfeni” v IFU. Kromé toho jsou na
vyzadani k dispozici také v popisu chirurgickych krokl v ¢asti Operacni techniky.
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5.5. Klinické pfinosy
Vysledky analyzy opodstatnénosti klinickych pfinosu jsou shrnuty v tabulce nize a uvadéji ¢clanky
podporujici klinické pfinosy.

Zamyslené klinické pfinosy uvedené v IFU Podpurné ¢lanky
Postupna extraperiostalni korekce ziskanych nebo vrozenych deformaci dlouhych [Keshet, 2019]; [Park 2017]; [Welborn 2017]; [Bayhan
kosti do¢asnym svazanim, nikoli stlacenim, fyzy déti ve vyvinu. 2017]; [Joeris 2017]; [Kadhim 2018]; [Shin 2018]; [Sinha

2018]; [Zajonz 2017]; [Jochymek 2015]; [Stewart 2013];
[Gaumétou 2016]; [Kievit 2013]; [Borbas 2019]; [Eltayeby
2019]; [Park 2018]; [Martinez 2019]; [Vaishya 2018];
[Danino 2018]; [Stiel 2018]; [Morin 2018]; [Crenshaw
2018]; [Pendleton 2013]; [Lauge-Pedersen 2013]; [Siedhoff
2014]; [Keshet, 2019]; [Park 2017]; [Welborn 2017]; [Joeris
2017]; [Kadhim 2018]; [Shin 2018]; [Sinha 2018]; [Zajonz
2017]; [Jochymek 2015]; [Kievit 2013]; [Eltayeby 2019];
[Park 2018]; [Martinez 2019]; [Vaishya 2018]; [Danino
2018]; [Stiel 2018]; [Morin 2018]; [Crenshaw 2018];
[Bayhan 2017]; [Joeris 2017]; [Sinha 2018]; [Jochymek
2015]; [Stewart 2013]; [Gaumétou 2016]; [Kievit 2013];
[Borbas 2019]; [Pendleton 2013]; [Lauge-Pedersen 2013];
[Siedhoff 2014]

Minimalné invazivni. [Keshet, 2019]; [Park 2017]; [Welborn 2017]; [Bayhan
2017]; [Kadhim 2018]; [Shin 2018]; [Sinha 2018]; [Zajonz
2017]; [Jochymek 2015]; [Gaumétou 2016]; [Kievit 2013];
[Borbas 2019]; [Park 2018]; [Martinez 2019]; [Vaishya
2018]; [Danino 2018]; [Stiel 2018]; [Morin 2018];
[Pendleton 2013]

Rané zatéZovani vlastni vahou podle pacientovy tolerance a uvazeni chirurga. [Park 2017]; [Welborn 2017]; [Sinha 2018]; [Zajonz 2017];
[Jochymek 2015]; [Gaumétou 2016]; [Borbas 2019];
[Martinez 2019]; [Danino 2018]; [Stiel 2018]; [Morin 2018]

Implantaty z titanové slitiny zabrani alergické reakci na nikl. Nepfimo podporuje: [Keshet, 2019]; [Park 2017]; [Welborn
2017]; [Bayhan 2017]; [Joeris 2017]; [Kadhim 2018]; [Shin
2018]; [Sinha 2018]; [Zajonz 2017]; [Jochymek 2015];
[Stewart 2013]; [Gaumétou 2016]; [Kievit 2013]; [Borbas
2019]; [Eltayeby 2019]; [Park 2018]; [Martinez 2019];
[Vaishya 2018]; [Danino 2018]; [Stiel 2018]; [Morin 2018];
[Crenshaw 2018]; [Pendleton 2013]; [Lauge-Pedersen
2013]; [Siedhoff 2014]

Konkrétné hlavni klinicky pfinos (postupna extraperiostalni korekce ziskanych nebo vrozenych deformaci
dlouhych kosti do¢asnym svazanim, nikoli stlacenim, fyzy déti ve vyvinu) je podpofen velkym poctem
védeckych klinickych publikaci.

V priiméru — pokud je to reportovano — autofi uvadéji korekci 6,39° (rozmezi 2.8-9.0°) m-LDFA a 4,73°
(rozmezi 4.40-5.30°) MPTA.

Priimérna mira korekce celkové deformity je idajné pribl. 0.70°/mésic (rozmezi 0.36—0.97°/mésic).
Pokud jde o léCbu LLD, je hlasena priimérna korekce — pokud je reportovana — 7.66MM (rozmezi 4—
12MM), s primérnou mirou 0.42MM/mésic pro stehenni a 0.40MM/mésic pro holenni kost.
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Ackoli mira uspésnosti nebyla vzdy hlasena, protoze to nebylo soucdsti rozsahu vsech studii, pohybovala
se od minima 66 % (Joeris, 2017) po vyssi miry jako 91,6 % (Vaishya, 2018) a 95 % (Morin, 2018) nebo
dokonce 100 % (Jochymek, 2015; Martinez, 2019; Park, 2017 a 2018; Stiel, 2018; Welborn, 2017; Zajons,
2017) pro napravy deformity a od pfibl. 59 % (Joeris, 2017) pres 61 % (Gaumétou, 2016) az do 75 %
(Gaumétou, 2016), 78 % (Jochymek, 2015) a dokonce 100 % (Bayhan, 2017; Borbas, 2019) pfi lécbé
nesrovnalosti v délce koncetin.

Dalsi klinické pfinosy (minimalné invazivni, ¢asné zatiZeni tolerovano dle uvazeni chirurga a implantaty
ze slitiny titanu, aby se zabranilo alergickym reakcim na nikl) byly podporeny kvalitativnimi primymi
zavéry autorl (metoda byla popsana jako minimalné invazivni v 19 publikacich, které jsou uvedeny v
tabulce vyse) — indikace poskytnuté pacientlim, jak jsou popsany v pooperacni péci v ¢asti publikace o
metodach (Casné zatiZzené tolerovano a dle uvazeni chirurga) —, nebo nepfimo, a to absenci komplikaci
souvisejicich s alergickymi reakcemi (implantaty ze slitiny titanu zabranuji alergickym reakcim na nikl).

5.6. Posouzeni pfinosa a rizik

Pacienti jsou obvykle doporucovani k ortopedickému posudku kvili nerovnosti délky koncetin nebo
abnormalnimu ohnuti kolenniho nebo kotnikového kloubu. Je nezbytné, aby zkuseny chirurg proved|
Uplné posouzeni celé koncetiny a zjistil presnou miru a smér jakéhokoli abnormalniho ohnuti. Jedna
koncetina mlize vypadat odlisné od té ,,normalni“, nebo mohou byt obé koncetiny neobvyklé, jako kdyz
ma pacient ,,nohy do X“ (deformita vboc¢enim) nebo ,,nohy do O“ (deformita vyboéenim).

Pro Ucely posouzeni rizik a pfinost GGPS je aplikace GGPS analyzovana s ohledem na aktualni Uroven
znalosti a technologického vyvoje.

Klasickou Ié¢bou patologickych uhlovych deformit koncetin je korekéni osteotomie; osteotomie viak
vyzaduji hospitalizaci, zvladani bolesti, imobilizaci a opozdéné zatéZzovani s narusenim kazdodenniho
Zivota.

s ee

prokdzané vysledky. Avsak hldsené nedostatky souvisejici se selhdanim implantatu, véetné migrace,
mostk( fyzy nebo rozbiti svorek, vedly nékteré k opusténi od této techniky. Kromé toho svorka drzi az
jednu tretinu kosti v tuhém stlaceni a korekce muize byt dosazeno pouze aktivitou ve zbyvajici nestlacené
kosti. Transfyzarni Srouby také stlacuji ristovou ploténku a byvaji pouZity na konci rlistu pro mirné az
stfedni deformity (5—15 stupna).

V hlezennim kloubu abnormalni angulace ¢asto nasleduje po predchozim traumatu kolem distalni
rlstové ploténky.

Princip systému je fidit smér prislusné rlistové ploténky svazanim jedné strany a ponechat normalini
nesvazanou stranu rlst o néco rychleji.

Za timto Ucelem chirurg umisti nezajistovaci dlahu pres epifyzu tak, aby byly na kazdé jeji strané vlozeny
Srouby. Nastroje jsou navrzeny tak, aby chirurgovi napomahaly délat to precizné.
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Hlavni pfinosy postupu jsou:

e Denni pfipad v nemocnici: minimalni naruseni kazdodenniho rezimu

e FyzikdIni vlastnosti kosti nezménény, takze je mozné vykonavat béznou ¢innost ihned po operaci.

e Postup Ize provést v jakémkoli véku, za predpokladu, Ze rlistové ploténky jsou stale oteviené.

e Vyhnuti se radikalnéjsimu chirurgickému zakroku pomoci Sroubl zavedenych pres epifyzu nebo
Uplné Ci castecné osteotomii k provedeni korekce. Tyto operace vyzaduji hospitalizaci a po urcitou
dobu omezenou aktivitu.

e 7adny rozdil v okamizitych Gcincich aplikace dlahy na distalni femur, proximdlni nebo distalni
holenni kost, takze korekci Ize provést presné tam, kde je to potfeba.

¢ Srouby se s postupujici korekci ohybaji, co? ukazuje, Ze ke korekci dochazi po celé itce kosti. U
svorky dojde ke korekci pouze v kosti, ktera neni svorkou zajisténa. Z tohoto dlvodu ma korekce se
systémem eight-Plate tendenci byt asi o0 30 % rychlejsi nez se svorkami.

Ucinkem operace by méla byt postupna korekce abnormalniho zahnuti. Pro zaji$téni odstranéni desticky
ve spravny cas je nutné presné sledovani, ale obvykle mlze byt korekce velmi presna.

Cilem je obnovit normalni mechanickou osu koncetiny s horizontalnim kolennim kloubem.

Mezi mozné nezddouci Ucinky vyplyvajici z pouziti systém dlah pro fizeny rlst patfi:

e bolest a ztuhlost v misté chirurgického zakroku;

e poskozeni riistové ploténky;

e prasknuti dlahy, uvolnéni, ohnuti, migrace nebo prasknuti kostnich Sroub(;

e komplikace spojené s citlivosti na kov;

e typicka rizika spojena s anestezii a chirurgickym zakrokem, naptiklad infekce a omezeny rozsah
pohybu.

e rebound fenomén nebo nedosazeni poZzadované korekce a mozna nadmérna korekce; v pocatecni
fadé 34 pacientli mélo 8 ze 65 kostnich segment( tzv. rebound recidivu deformity.
V obou ptipadech to bylo napraveno opakovanim plivodniho postupu. To je mnohem vyhodnéjsi

Vv

Infekce rany, zlomeni Sroubu nebo dlahy, uvolnéni Sroubu a lokalni bolest jsou vSechno mozné nasledky
jakéhokoli zavedeni dlahy. Tyto uddlosti vsak byvaji drobné a lokalni, protoZe dlahy jsou zavadény
minimalné invazivni technikou a pacient mdze okamzité pokracovat v béznych ¢innostech. Reenim je
obvykle lokalni opatreni, antibiotika a zfidka ¢asné odstranéni dlahy. Infekce, ktera se vyskytuje ztidka,
bude obvykle reagovat na antibiotika a lokalni terapii.

Vyhodou je, Ze postup je méné invazivni a méné rusivy pro kazdodenni Zivot, s komplikacemi, které maji
jednoducha feseni. Radikalnéjsi operace transfyzarniho Sroubu nebo osteotomie Ize provést pouze po
dokonceni ristu a komplikace mohou byt vice omezujici: mGze dojit k hluboké infekci nebo k pakloubu
nebo muzZe byt konecna poloha méné nez idealni. Komplikace s radikalnéjsim chirurgickym zakrokem

Vv

Orthofix Srl — Via delle Nazioni, 9 37012 Bussolengo (VR)
Tel. (+39) 045 6719000 Fax (+39) 045 6719380

Strana 19z 35




¢) ORTHOFIX

Sablona SSCP PO 238-01 REF. SSCP_GGPS_Rev. 05

Souhrn udaju o bezpecnosti a klinické funkci
Systémy dlah pro Fizeny riist (GGPS)

Alternativni operaci svazovani je pouziti svorek. Systém eight-Plate je navrzen tak, aby se Srouby mohly
pfi korekci rozbihat. Ramena svorek se obvykle neodchyluji, takze existuje riziko zlomeni a ztraty dalsi
korekce.

Umisténi implantatd na obé strany kloubu, aby se zabrénilo ristu, umoznuje kratsi protilehlé noze,

aby se stala do délky rovnomérnéjsi. Tuto techniku Ize pouzit pro nesrovnalosti v délce koncetin (LLD).
Vétsi odchylky jsou |éCeny osteotomii (ke zkrdceni delsi nohy) nebo kalotazou (k prodlouzeni kratsi
nohy). Tyto dvé techniky zahrnuji vétsi zakroky, s Uplnou osteotomii ve stehenni kosti nebo holenni kosti
a chizi s berlemi a ¢aste¢nym zatéZzovanim nebo bez zatéZovani po dobu nékolika tydna.

Pokud se pouzivaji svorky nebo systém eight-Plate, naruseni béznych ¢innosti je minimalni a pacienti
mohou koncetinu normalné pouzivat i naddle.

CELKOVY ZAVER POSOUZENI RIZIK A PRINOSU

Za predpokladu, Ze do konce rlstu zbyva Cas, Ize technikou fizeného rlistu pomoci GGPS dosahnout
korekce uhlovych deformit v dlouhych kostech dolni koncetiny. Ve srovndani s pouzitim jinych metod,
jako je osteotomie, transfzarni Sroub nebo svorky, je to spojeno s

e mensim narusenim cinnosti pacienta nez u jinych metod,

e mensimi bolestmi nebo nepfijemnostmi nez u jinych metod,

e vétsi Sanci na dosazeni chirurgického cile normalni mechanické osy a horizontalniho kolenniho
kloubu,

e minimalnim nebo nulovym vlivem na vzdélavani pacienta,

e nizkou mirou komplikaci, a kdyZ k nim dojde, komplikace jsou malé ve srovnani s komplikacemi
radikalnéjsiho chirurgického zakroku, coz mdze zahrnovat paklouby, chybny srust, hlubokou infekci.

RIZIKA pouzivani GGPS jsou mala. Aplikace dlahy se provadi drobnym chirurgickym zdkrokem v ramci
denniho pfipadu. Pacient odchazi domu a pokracuje v normalnim Zivoté.

VYHODOU postupu je, e existuje vysokd $ance, 7e bude dosazeno chirurgickych cilé s minimalnim
narusenim ¢innosti pacienta. Korekce probiha postupné a lze ji upravit do poZzadovaného uhlu.

Pfinosy jsou tedy vysoké pti pouZiti mensiho chirurgického zakroku a s velmi nizkym rizikem komplikaci.

5.7. Probihajici nebo planované klinické sledovani po uvedeni na trh

Spolecnost Orthofix Srl, jako vyrobce, je celosvétové odpovédna za planovani, provadéni a reportovani o

¢innostech sledovani GGPS po uvedeni na trh, véetné Cinnosti klinického sledovani po uvedeni na trh

(PMCF) stanovenych v planu PMCF.

Struéné feceno, spolecnost Orthofix bude:

1. Provérovat a analyzovat relevantni odborné recenzovanou védeckou literaturu a shromazdovat
Udaje o bezpecnosti a klinickém vykonu prostredku.

2. Shromazdovat a analyzovat klinické zkusenosti jinych nez recenzovanych klinickych Gdaja, napft. z
registr( (je-li to relevantni, webové stranky clinicaltrials.gov; kongresy).
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3. Shromazdovat a analyzovat Udaje ze sledovani po uvedeni na trh pro identifikaci a odhadnuti vSech
dalSich dfive nezjisténych rizik.

4. Srovnavat specifickou dokumentaci produktu s jakymikoli nové dostupnymi informacemi, jak uzna
za vhodné.

5. Provadét retrospektivni naslednou klinickou studii o GGPSP po uvedeni na trh.

Tato retrospektivni sledovaci klinicka studie se provadi za uc¢elem vyhodnoceni bezpecnosti (primarni cil)
a klinické funkénosti (sekundarni cil) GGPSP, cozZ je druha verze GGPS, kterd zahrnuje drobné Upravy
pGvodniho designu. Tato studie je zamérena na shromazdéni praktickych dikazl o pouZiti produktu v
realném chirurgickém prosttedi. Proto byl zvolen retrospektivni koncept, ktery umoziuje zaméfit se na
zpUsob, jakym chirurgové zafizeni pouzZivaji, a sbirat udaje ke komplikacim, ke kterym doslo, a takto
ziskané klinické vysledky. Udaje o komplikacich (definovanych jako [ne-Jo¢ekdvany zavazny neptiznivy
ucinek souvisejici se selhanim prostiedku nebo zafizeni) a Uspésnosti korekce deformity (definované
jako Castecnd nebo Uplna korekce do anatomickych Ghla), stejné jako lé¢ba odchylky délky koncetin
(definovana jako ¢astec¢nd nebo Uplna korekce odpovidajici délce protilehlé koncetiny) budou
shromazdény v evropském prostiedi. Zahrnuto bude celkem 70 pacient( s primérnou dobou sledovani
16 mésicl. Vysledky GGPSP budou porovnany s aktualné dostupnymi publikovanymi klinickymi Gdaji o
GGS.

Spolecnost Orthofix v soucasné dobé nesponzoruje Zadnou klinickou studii a neni si védoma zadnych
probihajicich nezavislych klinickych studii s timto produktem.

Po celou dobu o¢ekavané Zivotnosti GGPS budou kazdoroéné vysledky aktivit PMCF uvedeny v hodnotici
zpravé PMCF, ktera bude zohlednéna pfi pribézné aktualizaci stavajici CER (zprdva o klinickém
hodnoceni).

Pokud budou prostfednictvim aktivit PMCF identifikovany relevantni klinické udaje, obsah a zavéry
soucasného CER budou odpovidajicim zplsobem racionalizovany a SSCP bude nasledné aktualizovan.

6. MOZNE DIAGNOSTICKE NEBO TERAPEUTICKE ALTERNATIVY
Mozné terapeutické alternativy pro korekci dlouhych kosti u déti ve vyvinu jsou:
- svorky,
- trvald ablace fyzy,
- osteotomie nasledovana vnitini nebo vnéjsi stabilizaci.

Podle soucasné stavu odbornych znalosti by hemiepifyziodéza a epifyziodéza mély byt prvni fazi
postupného chirurgického ptistupu k thlovym deformacim nebo deformacim délky koncetiny.

Meély by predstavovat méné invazivni alternativu ke korekénim osteotomiim a jsou spojeny s mensi
bolesti, kratsi imobilizaci, snizenymi naklady a mensim chirurgickym rizikem. Docasny fizeny rUst je také
alternativou k trvalé zastavé rlstu, a proto by mél byt v rdmci postupného pfistupu prvni volbou chirurga
pfi pokusu o korekci u oteviené fyzy.
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7. NAVRHOVANY PROFIL A SKOLEN{ PRO UZIVATELE

Systém GGPS by méli pouzivat pouze poskytovatelé zdravotni péce. Tito poskytovatelé zdravotni péce
musi byt dokonale obeznameni s prisluSnymi postupy v ortopedii a musi dobre znat pfislusné
zdravotnické prostfedky, nastroje a chirurgické postupy (véetné aplikace a vyjmuti).

Vycvikovy material pro uréené uzivatele se sklada z operativni techniky a pfimé podpory poskytované
vyrobcem prostfednictvim Skoleni a produktového specialisty.

8. ODKAZY NA JAKEKOLI HARMONIZOVANE NORMY A POUZITE SPOLECNE SPECIFIKACE

GGPS byl vyvinut a je udrzovan na trhu podle nasledujicich harmonizovanych norem, pokud jsou

relevantni:
ODK. VYDANI POPIS
EN I1SO 13485 2016 Medical Devices — Quality Management Systems — Requirements For
Regulatory Purposes
I1SO 14644-1 2015 Cleanrooms and associated controlled environments — Part 1: Classification of
air cleanliness by particle concentration
1SO 14644-2 2015 Cleanrooms and associated controlled environments — Part 2: Monitoring to
provide evidence of cleanroom performance related to air cleanliness by
particle concentration
I1SO 14644-5 2004 Cleanrooms and associated controlled environments — Part 5: Operations
1SO 14698 2003 Cleanrooms And Associated Controlled Environments — Biocontamination
Control
1SO 15883-1 2006 (A1:2014) Washer-disinfectors — Part 1: General requirements, terms and definitions and

tests.

ISO/TS 15883-5 2005 Washer-disinfectors — Part 5: Test soils and methods for demonstrating
cleaning efficacy

EN ISO 14971 2012 Medical Devices — Application Of Risk Management To Medical Devices

1SO 10993-1 2018 “Biological evaluation of medical devices — Part 1: Evaluation and testing
within a risk management process” and related standard series ISO 10993

EN 62366-1 2015 (Corr. 2016) Medical devices- Application of usability engineering to medical devices

EN 556-1 2001/AC:2006 Sterilization of medical devices — Requirements for medical devices to be

designated “STERILE” — Part 1: Requirements for terminally sterilized medical
devices

ENISO 11137-1 2015 Sterilization of health care products — Radiation — Part 1: Requirements for
development, validation and routine control of a sterilization process for
medical devices

EN ISO 11137-2 2015 Sterilization of health care products — Radiation — Part 2: Establishing the
sterilization dose

ENI1SO 11737-1 2018 Sterilization of medical devices — Microbiological methods — Part 1:
Determination of a population of microorganisms on products

EN ISO 11737-2 2009 Sterilization of medical devices — Microbiological methods — Part 2: Tests of

sterility performed in the validation of a sterilization process
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EN I1SO 17665-1 2006 Sterilization Of Health Care Products — Moist Heat — Part 1: Requirements For
The Development, Validation And Routine Control Of A Sterilization Process For
Medical Devices

EN I1SO 11607-1 2017 Packaging for terminally sterilized medical devices -
Part 1: Requirements for materials, sterile barrier systems and packaging
systems

EN I1SO 11607-2 2017 Packaging for terminally sterilized medical devices -
Part 2: Validation requirements for forming, sealing and assembly processes

ISTA-2° 2011 ISTA Standard 2A — Partial Simulation Performance Tests

EN I1SO 14602 2011 Non-active surgical implants — Implants for osteosynthesis — Particular
requirements

EN ISO 14630 2013 Non-active surgical implants — General requirements

MEDDEV 2.7.1rev.4 2016 CLINICAL EVALUATION: A GUIDE FOR MANUFACTURERS AND NOTIFIED BODIES

UNDER DIRECTIVES 93/42/EEC and 90/385/EEC

EN 1041 2008 (A1:2013) Information Supplied By The Manufactured Of Medical Devices

EN ISO 15223-1 2016 Medical devices — Symbols to be used with medical device labels, labelling and
information to be supplied

AAMITIR 12 2010 Designing, testing and labeling reusable medical devices for reprocessing in
health care facilities: A guide for medical device manufacturers

AAMI TIR 30 2011 (reapproved: 2016) A compendium of processes, materials, test methods, and acceptance criteria
for cleaning reusable medical devices

I1SO 17664 2017 Processing of health care products — Information to be provided by the
medical device manufacturer for the processing of medical devices

ASTM E1837 1996 (2014) Standard Test Method to Determine Efficacy of Disinfection Processes for
Reusable Medical Devices (Simulated Use Test)

EN 14885 2018 Chemical disinfectants and antiseptics — Application of European Standards for

chemical disinfectants and antiseptics

ANSI/AAMI ST67

2011/R:2017

Sterilization of health care products—Requirements and guidance for selecting
a sterility assurance level (SAL) for products labeled “sterile”

ANSI/AAMI ST77

2013/R:2018

Containment devices for reusable medical device sterilization

ANSI/AAMI ST79 2017 Comprehensive guide to steam sterilization and sterility assurance in health
care facilities annexes

ASTM F564 2017 Standard Specification and Test Methods for Metallic Bone Staples

ASTM F1264 2016 Standard Specification And Test Methods For Intramedullary Fixation Devices

ASTM F382 2017 Standard Specification and Test Method for Metallic Bone Plates

ASTM F543 2017 Standard Specification and Test Methods for Metallic Medical Bone Screws

ASTM F136 2013 Standard Specification for Wrought Titanium-6Aluminium-4Vanadium ELI
(Extra Low Interstitial) Alloy for Surgical Implant Applications (UNS R56401)

ASTM F138 2013 Specification for Wrought-18 Chromium-14 Nickel-2.5 Molybdenum Stainless
Steel Bar and Wire for Surgical Implants (UNS S31673)

1SO 5832-1 2016 Implants for surgery — Metallic materials — Wrought Stainless Steel

EN ISO 5832-3 2016 Implants for surgery — Metallic materials — Part 3: Wrought titanium 6-
aluminium 4-vanadium alloy

ASTM F1886 2016 Standard Test Method for Determining Integrity of Seals for

Flexible Packaging by Visual Inspection
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penetration

EN 868-5 2018 Packaging for terminally sterilized medical devices — Part 5: Sealable pouches

and reels of porous materials and plastic film construction — Requirements and
test methods

DIN 58953-6 2016 Sterilization — Sterile supply — Part 6: Microbial barrier
testing of packaging materials for medical devices which are to be sterilized
ASTM F897 2002/R:2007 Measuring Fretting Corrosion of Osteosynthesis Plates and Screws
1SO 7153-1 2016 Surgical Instruments — Metallic Materials — Part 1: Stainless Steel
ASTM F899-12b 2012 Standard Specification for Wrought Stainless Steels For Surgical Instruments
ASTM F86 2013 Standard Practice for Surface Preparation and Marking of Metallic Surgical
Implants
ASTM F983 2018 Standard Practice for Permanent Marking of Orthopaedic Implant Components
ASTM A967 2017 Standard Specification for Chemical Passivation

Treatments for Stainless Steel Parts

Seznam pfislusnych odkazovanych spolecnych specifikaci (CS) bude poskytnut, az bude k dispozici.
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10. HISTORIE REVIZI

SSCP rev. C. Datum vydani | Popis zmény

Nerelevantni

00 29/11/2019

Uprava &asti:

- 1.4 (zakladni UDI-DI)

- 1.5 (Popis/text nomenklatury
zdravotnickych prostredk)

- 3.3 (Popis veskerého

01 28/01/2020 prislusenstvi, které je uréeno k
pouZziti v kombinaci s
prostfedkem)

- 8(0dkazy na jakékoli
harmonizované normy a pouzité
spolec¢né specifikace)

Uprava &asti:

- 2.1 (Zamyslené pouziti)

02 20/05/2020 |- 8 (Odkazy na jakékoli
harmonizované normy a pouzité
spolec¢né specifikace)
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SSCP rev. ¢. Datum vydani | Popis zmény

Aktualizace zamysleného pouZiti:
odstranéni odkazU na aplikace
03 hornich konéetin v celém
dokumentu.

Uprava ¢&asti 1.4, Zakladni UDI
Uprava ¢asti 1.7, pridani odkazu na
smérnici.

Ucel poutziti byl napfi¢ ¢astmi

04 07/08/2020 | sjednocen.

Byly odstranény odkazy na interni
dokumenty.

Aktualizace tabulky 1 v ¢asti 3.2,
vloZzen odkaz na material.

Uprava ¢&asti: 3,4.1,5.5, 5.6, 5.7
Bylo opraveno nékolik preklepl /
05 04/11/2020 | gramatickych chyb.
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CAST II: SSCP PRO PACIENTY
SOUHRN UDAJU O BEZPECNOSTI A KLINICKE FUNKCI

Revize dokumentu: Revize 5
Datum vydani: datum posledniho podpisu na pfilozené podpisové strance

Souhrn Udaju o bezpecnosti a klinické funkci (SSCP) poskytuje verejnosti pfistup k aktualizovanému souhrnu
hlavnich aspektl bezpecnosti a funkénosti. Sklada se ze dvou casti: Souhrn pro Iékafe v prvni casti.
Informace pro laickou vefejnost ve druhé casti.

SSCP neposkytuje obecna doporucéeni ohledné Iécby. V pripadé dotaz( kontaktujte svého Iékare. Tento SSCP
nenahrazuje kartu k implantatu. Ani nenahrazuje navod k pouZiti (IFU) k zajisténi bezpecného pouZivani
prostiedku.

1. IDENTIFIKACE ZARIZENI A VSEOBECNE INFORMACE
- Obchodni nazev prostfedku: Systémy dlah pro fizeny rlist (GGPS)
Skupina produktl GGPS zahrnuje nasledujici obchodni nazvy prostredku:

- Systém pro Fizeny riist eight-Plate 8eight-PIate

Guided Growth System

- Systém pro fizeny riist eight-Plate + 8eight.p|ate‘3'

Guided Growth System

- NAazev a adresa vyrobce: Orthofix Srl., Via delle Nazioni 9, 37012 Bussolengo Verona, Italie

ml © orTHOFIX

Orthofix Srl
Via delle Nazioni 9 - 37012 Bussolengo (VR) Italy
Tel. 0039 {0) 45 6719000 - Fax 0039 (0) 45 6719380

- Zéakladni UDI-DI: 805050436ImpPlates2bNAC6W
- Rok, kdy bylo zafizeni poprvé oznaceno znackou CE podle smérnice 93/42/EHS: GGS byl na evropsky trh
uveden v ¢ervnu 2008, zatimco GGPSP byl na trh uveden v kvétnu 2017.
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ZAMYSLENY UCEL A INDIKACE PROSTREDKU
Zamysleny ucel: Systémy dlah pro fizeny rist predstavuji dlahy urcené k fixaci kosti.

Indikace a zamyslené skupiny pacientl: GGPS jsou indikovany pro postupnou korekci deformaci dlouhych
kosti u déti ve vyvinu. Mezi konkrétni ziskané nebo vrozené typy deformace kosti, pro které bude
prostiedek indikovan, patfi:

- deformace kolene (stehenni nebo holenni kosti) vbocenim, vybocenim ¢i ohybem nebo protazenim;
- deformace kotniku vbocenim, vybocenim nebo plantérni flexi.

GGPS jsou uréeny pro pediatrické pacienty s otevienou fyzou (déti ve vyvinu).
Kontraindikace: tyto prostredky by se nemély pouzivat u déti, jejichz rlst se jiz zastavil.

POPIS PROSTREDKU

Popis prostfedku a materiald/latek prichazejicich do styku s tkdanémi pacienta: zafizeni je vyrobeno z malé
desticky (pfiblizné velikost svorky nebo burdku; délka od 12MM do 22MM). Desticku lze pfipevnit ke kosti
pomoci 2 nebo 4 Sroubl. Implantaty jsou vyrobeny z vhodnych materiall. Konkrétné: z nerezové oceli 316L
vhodné pro implantaty a slitiny titanu vhodné pro implantaty.

GGPS GGPS-P

(Eight Plate) (Eight Plate)

(Quad Plate)

(Quad Plate)
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Podle soucasnych znalosti Ize Uhlové deformity dolnich koncetin postupné korigovat. Toho Ize dosdhnout u
rostoucich i nerostoucich pacientll. U pacientl ve vyvinu lze postupnou korekci thlovych deformit provést
docasnym fizenym rlstem. To lIze provést na jedné strané koncetiny (hemiepifyziodéza) nebo na obou
stranach (epifyziodéza). Tyto techniky by mély byt prvni fazi postupného chirurgického ptistupu k Ghlovym
deformacim nebo deformacim délky koncetiny. Predstavuji méné invazivni alternativu ke korekcni
osteotomii, po které nasleduje vnéjsi nebo vnitfni fixace, coz je jedina technika, kterou lze pouzit k napravé
deformit nerostoucich pacient(l. Jsou spojeny s mensi bolesti, kratsi imobilizaci, nizsimi naklady a mensim
chirurgickym rizikem. Korekéni osteotomie predstavuje chirurgické fezani kosti s cilem ndpravy deformity.
Docasné fizeny rust je také alternativou k trvalému zastaveni rlstu. Proto by mél byt prvni volbou chirurga
pfi pokusu o korekci u pacientl ve vyvinu.

Analyzovana data naznaduji, Zze docCasny fizeny ridst mlze vést ke komplikacim, které se obvykle snadno
vyresi. K tém patii predcasné zastaveni rlstu, obdobi zrychleného ristu v disledku rebound fenoménu,
desticka posunuta z plvodni polohy. Zda se vsak, Ze pfi pouZiti metody dlah se 2 otvory jsou komplikace ve
srovnani s jinymi systémy nizsi. Vyhody téchto pristupt stale prevazuji nad souvisejicimi riziky komplikaci.
Celkové tato data ukazuji, Ze docasné pfistupy se pouzivaji mnohem castéji nez trvalé metody, jako je
osteotomie (chirurgické tfezani kosti). To je zplisobeno hlavné skutec¢nosti, Ze osteotomie nezarucuje
neopakovani vyskytu. Zaroven je invazivnéjsi ve srovnani s metodami fizeného rlstu.

- Popis toho, jak prostfedek dosahuje své funkcnosti (zplisob ¢innosti):

PFi normalnim rastu kostry maji koncetiny stejnou délku. Jsou také spravné vyrovnany od bokl ke kotnikdm
nebo od ramene k zapésti. Nékdy mohou vrozené vady, infekce, poranéni nebo jiné stavy zpUsobit, Ze dlouhé
kosti dolni koncetiny (napf. holenni kost, stehenni kost) vyrostou nevyrovnané. Toto se nazyva ,nespravné
postaveni kosti“.

Toto nespravné postaveni mlze vést k deformacim kloubl nohy. Ty jsou zndmé jako vboceni (,nohy do X“),
vyboceni (,nohy do 0“) a deformace kloubu flexi. V téchto situacich je normalni pouzivani dolni koncetiny
omezeno a chlize nebo béh mohou byt bolestivé.

Na korekci deformit koncetin je tfeba pohlizet v kontextu postupného pristupu. Od méné invazivnich pfistupt
k vice invazivnim pfistuplm. Prvni chirurgickou moznosti je ,,hemi-epifyziodéza“ nebo ,epifyziodéza“. Jedna
se o mnohem méné invazivni chirurgicky zakrok k napravé uhlovych deformit. ,,Epiphysiodesis” (epifyziodéza)
je fecky vyraz, ve kterém ,physis“ znamena rlistovou ploténku a ,desis”“ znamena svazat. ,RUstova ploténka“
je oblast rustu blizko konce dlouhych kosti u déti a dospivajicich. Kazda dlouha kost ma dvé rlistové ploténky.
Jednu na kazdém konci. Tyto ,rostouci ploténky“ urcuji budouci délku a tvar dospélé kosti.

Cilem je umoznit opétovné vyrovnani prostiednictvim rlstu. To znamen3, Ze rust kosti je omezen na strané
deformity, zatimco rast kosti pokracuje na druhé strané. Kosti se postupné vyrovnaji a deformace se koriguje.
Vzhledem k tomu, Ze Iékaf nemusi chirurgicky fezat kosti (jako u ,osteotomie®), aby upravil vyrovnani, jsou
zde mensi rizika a nepohodli. Denni aktivity mohou byt rychle obnoveny.

Tyto dva systémy (GGS a GGPSP) jsou minimalné invazivni dlahy pro ,hemiepifyziodézu“ a ,epifyziodézu”.
Ridi réist a umoZfiuji pfirozenou, bezpeénou a postupnou korekci vyrovnani dolnich konéetin. Prostiedek dri
jednu stranu rdstové ploténky. Opacna strana ,fyzy“ se nadale rozsifuje a roste. Srouby se v dlaze rozbihaji a
ucinné slouzi jako kloub ¢i zavés. Tato kloubni funkce také zabrani stlaceni rlstové ploténky, ktera je fizena.
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U deformaci délky koncetin jsou obé strany ,rlistové ploténky” na delsi konéetiné blokovany. Timto
zpUsobem kratsi koncetina dorUstd, dokud neni dosaZzeno stejné délky.
Kromé dlah ma GGPS nékolik komponent, mezi nimiz jsou Srouby rlznych tvard a velikosti a vodici draty.

4. RIZIKA AVAROVAN(

Pokud se domnivate, Ze se u vas nebo u vaseho ditéte vyskytuji nezadouci Gcinky, kontaktujte svého lékare.
V pfipadé dotazd k rizikim rovné? kontaktujte svého lékate. U¢elem tohoto dokumentu neni v p¥ipadé
potfeby nahradit konzultaci s |ékarem.

Kontraindikace:
- GGPS vyuziva rustové kapacity dlouhé kosti k napravé deformity kosti. Z tohoto diivodu nelze tato
zafizeni pouzit pro deformity u dospélych. Kostra dospélého dale neroste.
- GGPS by se nemél pouZivat v kostech, které uz nerostou. K tomu muZe dojit po traumatu (nehody,
pady nebo jiné traumatické udalosti) nebo po infekci.

MozZné nezadouci ucinky, které se u vas nebo u vaseho ditéte mohou vyskytnout:

- Bolest v operované oblasti; vase svaly nebo klouby mohou pfi pohybu bolet (méné nez 5/100
pacient()

- Mdze dojit k poskozeni ristové kapacity (,rlstové ploténky”) kosti (vyskytujici se u méné nez 5/100
pacient().

- MdZe se stat, Ze prostfedek nedosahne pozadované korekce (u méné nez 10/100 pacient().

- Dlaha nebo $roub se mohou zlomit nebo ochnout (méné neZ 10/100 pacientd).

- MlzZe se u vas objevit citlivost na kov prostfedku (tato skuteénost nebyla ve védecké literature
reportovana).

- Vedlejsi ucinky spojené s anestezii a chirurgickym zakrokem, jako je infekce nebo snizeny pohyb
kloubu (oba ptipady se vyskytly u méné nez 5/100 pacientd).

Vystrahy
- Dlahy jsou ohnuty na 10 stupnid. Mohou byt dale ohnuty, aby se dosahlo dalSich 10 stupnd, u
vyraznych kontur kosti. Dalsi ohnuti (pres celkovych 20 stupril) by mohlo zpUsobit zranéni nebo
zlomeni dlahy.
- Kostni Srouby se nesmi dostat do kloubl ani poskodit rostouci ¢ast kosti u déti.
- Kostni dlahy a Srouby nesmi byt pouZity vice nez jednou.
- Tento prostredek neni schvalen pro pouZiti v jinych nez dlouhych kostech dolnich koncetin.

5. SOUHRN KLINICKEHO HODNOCEN( A NASLEDNEHO KLINICKEHO SLEDOVANI PO UVEDENI NA TRH
(PMCF)

Vyrobce GGPS, spolecnost Orthofix Srl, proved! dikladné klinické hodnoceni, aby dale ovéfil, jak prostfedek

dosahuje svého cile a jak bezpecny je.
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Byly analyzovany relevantni publikace vybrané presnym bibliografickym vyhleddvanim (uvedeno ve zpravé
o klinickém hodnoceni). Souhrn ziskanych informaci je uveden v nasledujici tabulce:

:g:r;:i:;\; ?:;;3;‘ Kostni deformity Reference
8.9 3-15 Keshet, 2019
7.5 2-14 Park, 2017
2 21-29 més. Welborn, 2017
119 5.8-14-6 Kadhim, 2017
11.7 4.3-16.5 Shin, 2018
11 3-15 Eltayeby, 2019
11.8 8.2-14.4 Park, 2018
11.5 8-15 Uhlové deformity koncetiny Martinez, 2019
10 rok( 8 5.7 més. — Vaishya, 2018
meés. 14.2 rokd
11.35 nezndmé Danino, 2018
12 6-20 Stiel, 2018
4 roky 7 nezndmé Morin, 2018
més.

12 7-16 Zajonz, 2017
12 neznamé Bayhan, 2017
13.4 neznamé Borbas, 2019
13 neznamé Stewart, 2013
12.5 nezndmé Gaumétou, 2016
9.4 6.1-13.6 Crenshaw, 2018
12.6 7-16 Pendleton, 2013
11 neni k Lauge-Pedersen
dispozici (2 Rozdilna délka konéetin
pripady
stejného
véku)
12.8 10-16 Siedhoff
10 neni k Kievit, 2013
dispozici (1
jediny
pfipad)
nezndmé Pediatrické Jochymek, 2015
12.4 10.6-13.6 Oboji Joeris, 2017
10.8 3.7-10.8 Sinha, 2018

Pramérny vék vsech Iécenych pacientl se pohybuje od 2 do 13.4 let, coZ potvrzuje, Ze vSsechny relevantni
vybrané ¢lanky odkazuji na zamyslenou populaci, konkrétné déti ve vyvinu.
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Vysledky tohoto hodnoceni jsou pozitivni. GGPS Uspésné koriguje uhlové deformity v dlouhych kostech u
déti. O uspéchu mohou rozhodovat dvé voditka: vék ditéte a smér deformace, kterd ma byt napravena.
Vyhodou GGPS ve srovnani s alternativni Ié¢bou je, Ze je reverzibilni.

Korekce, které mize GGPS dosahnout, je nékdy nizsi nez korekce dosazena jinymi alternativhimi metodami.
To je zpusobeno hlavné skutec¢nosti, Ze tento pristup nenarusuje rlst. Pouze jej zpomaluje. Ve skutec¢nosti
jej lze odstranit a normalni rlist obnovit. To umoznuje Iékafi upravit |é¢bu podle potieby. Je to také
nejméné invazivni chirurgicky pfistup. Pokud tento selze, |ze zvazit i dalsi invazivnéjsi pfistupy.

Hodnoceni také urcilo typ a ¢etnost nezadoucich ucinkd. Jsou v souladu s jiz zndmymi incidenty. Nevznikly
Zadné nové incidenty ani ¢etnosti. VSsechny mozné nezadouci ucinky jsou dlisledné popsany v navodu k
pouziti (IFU) k prostredku.

POSOUZENI RIZIK A PRINOSU

Skupinou pacientl vhodnych pro hemiepifyziodézu jsou déti ve vyvinu, které vyzaduji hlovou korekci
dlouhé kosti koncetiny. Je dlleZité, aby dité a rodice byli dostatecné odhodlani dostavit se ve spravny cas
na kontroly, aby nedochéazelo k nadmérné korekci. Vétsina pacientll podstupujicich hemiepifyziodézu tak
¢ini kvuli abnormalnimu ohnuti kolenniho kloubu.

Postupné uhlové korekce pomoci GGPS Ize dosdhnout pouze aktivnim rlstem, takZze procedura s nejvétsi
pravdépodobnosti nedosdhne pozadovaného vysledku, pokud bude provedena pfilis pozdé. U téchto
pacientU je nutna uhlova korekce pomoci osteotomie. Osteotomie muize byt ¢astecna nebo Uplna a fixace
muze byt s interni nebo externi fixaci. Vyhodou je okamzita korekce, ale rizika infekce nebo Spatného sriistu
jsou vétsi nez pri postupné korekci fizenym rlstem.

GGPS se aplikuje ambulantné a pacient mize obnovit béZznou ¢innost pomérné brzy. To je zcela odlisné od
osteotomie, kterd vyZzaduje 1 nebo 2 noci v nemocnici a omezené aktivity a zatiZzeni po dalSich nékolik dni
nebo tydnu. Vyskytuji se komplikace spojené s nedostatecnym nebo nespravnym sriistem a jsou mnohem

vevs

eight-Plate, jej prakticky nevnimaji a mohou se vénovat vSem béznym ¢innostem.

Jedna se o drobny zasah. Mala kovova desticka je umisténa na povrchu kosti velmi pfesné, takze je pres
okraj rGstové ploténky, ktera je pfitomna blizko konct vSech dlouhych kosti, a fidi rast do délky. Je
pridrzovana na misté jednim Sroubem na kazdé strané rlistové ploténky. Desticka plsobi jako brzda
rychlosti rlstu kosti na strané, kde je umisténa. Opacna strana naddle normalné roste. Kost si mezitim
zachovava normalni funkénost a pacient miZze také pokracovat ve viech cinnostech jako obvykle. Korekce
Uhlu probiha pomalu, po dobu 9 aZz 18 mésicl. Rizika komplikaci jsou ve srovnani s témi, které se vyskytuji
pfi alternativni 1é¢bé, nizka a vétSina z nich bude méné zavazna. Pfinosy postupu jsou vyznamné v tom, Ze
abnormalni Uhel v jedné nebo vice kostech Ize korigovat pomalu, zatimco pacient pokracuje v normalnim
Zivoté. Alternativni postupy k dosazeni Uhlové korekce byvaji zavaznéjsi, stejné jako mozné komplikace.
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Takovy postup lze provést v jakémkoli véku, pokud jsou rlstové ploténky stale oteviené. Desticka by méla
byt odstranéna na konci l1é¢by, kdyzZ je dosazeno Uhlové korekce, a kost pak bude pokrac¢ovat v normalnim
rastu.

Zavérem vsech klinickych ¢lanku, které sledovaly pacienty s touto Iécbou, je to, Ze docasna
hemiepifyziodéza vyuziva fyziologického ristu fyzy k ucinné lé¢bé uhlovych deformit s nizkou mirou
komplikaci. Ukazalo se, Ze jde o doporucenou prvni linii 1é¢by v rlznych pripadech pred osteotomii.

Je velmi dulezité, aby se chirurg a pacient dohodli na harmonogramu nasledného sledovani, aby bylo
mozné sledovat postupnou korekci abnormalniho Uhlu a desti¢ku ve spravny cas, tedy jakmile bude
dosazeno cilové korekce, odstranit.

Zavérem lze fici, Ze vyhody GGPS jsou vysoké. Aplikace probiha pfi mensim chirurgickém zakroku a s velmi
nizkym rizikem komplikaci.

SLEDOVANI PO UVEDENI NA TRHU

Spolecnost Orthofix Srl. zavedla nékolik opatieni ke sledovani bezpecénosti a klinického vykonu GGPS. Tato
opatreni maji za cil chranit zdravi pacient( a jsou popsana v samostatném dokumentu nazvaném ,,Plan
klinického sledovani po uvedeni na trh”.

Konkrétné spolecnost Orthofix shromazduje Udaje o realném klinickém pouziti GGPSP od chirurg(, ktefi
produkt pouZivaji k Ié¢bé deformit a nesrovnalosti v délce koncetin. Cilem sbéru dat bude vyhodnotit pocet
probléma (komplikaci), s nimiz se pacienti béhem lécCby setkali, a také procento pacientd, ktefi dosahli cile
své lécby. Takto shromazdéna data budou porovnana s Udaji o GGPS, kterd byla publikovana ve védeckych
¢asopisech. Za timto ucelem budou shromazdovany Udaje o 70 pacientech, ktefi byli 1é¢eni v evropskych
nemocnicich.

6. MOZNE TERAPEUTICKE ALTERNATIVY
Pokud byste chtéli védét o alternativnich zpUsobech lé¢by, kontaktujte svého Iékare. M(iZe vzit v Uvahu vasi
osobni situaci nebo situaci vaseho ditéte.
Korekci deformit koncetin Ize provést také jednim z nasledujicich postup:
- Minimalné invazivni hemiepifyziodéza nebo epifyziodéza s pouzitim odliSnych metod ve srovnani
s GGPS. Jiné prostfedky mohou nakonec zastavit schopnost ristu dlouhych kosti poskozenim
fyzy.
- Invazivnéjsi procedura zvana ,osteotomie”. Opravit deformitu timto zplsobem je vyznamny
chirurgicky zadkrok. Zahrnuje vyfiznuti nespravné zarovnané kosti a opétovné vyrovnani kosti.
Lékar zafixuje zarovnanou kost na misto. K tomu muiZe pouZit hieby nebo kombinaci desticky a
Sroubl a nasledné sadru. Lékar mliZze nékdy pouzit externi rdm. Tento druh operace mize mit
sva rizika. Dité také musi néjakou dobu zlstat v nemocnici. BéZné je opozdéni chlze (pfeneseni
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zatéze). Po obdobi hojeni mize dité potfebovat fyzioterapii. V mnoha pfipadech muiZe byt nutna
vicecetnd operace osteotomie.
Podle soucasnych poznatk( by postupna korekce uhlovych deformit (hemiepifyziodéza nebo epifyziodéza)
meéla byt prvni fazi vicestupriového chirurgického pfistupu k dhlovym deformacim nebo deformacim délky
koncetiny. Pfedstavuji méné invazivni alternativu ke korekénim osteotomiim. Jsou spojeny s mensi bolesti,
kratsi imobilizaci, nizSimi ndklady a mensim chirurgickym rizikem. Osteotomie zahrnuje chirurgické fezani
kosti s cilem napravit deformitu. DocCasné fizeny rist je také alternativou k trvalému zastaveni ristu.

7. NAVRHOVANY PROFIL A SKOLENI PRO UZIVATELE

GGPS mohou pouzivat pouze kvalifikovani zdravotnicti pracovnici a registrovani uZivatelé. K tomu potrebuji
rozsahlé a dikladné znalosti anatomie détskych pacientd a musi mit zkuSenosti s ortopedickymi a
chirurgickymi postupy, a to i u pediatrickych pacientd.
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RESUMEET AF SIKKERHED OG KLINISK YDELSE (SSCP)

Guided Growth Plate Systems (GGPS)
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SSCP'S GENERELLE FORMAL

Dette resumé af sikkerhed og klinisk ydelse (SSCP) er beregnet til at give offentligheden adgang til et
opdateret resumé af kliniske data og anden information om sikkerheden og klinisk ydelse for Guided Growth
Plate Systems (herefter GGPS, intern referenceteknikfil DMF-13)*.

SSCP'en er ikke beregnet til at:
- give generel radgivning om diagnose eller behandling af en bestemt medicinsk tilstand eller
- erstatte brugervejledningen (IFU) som hoveddokument, der leveres for at sikre sikker brug af
GGPS'en, eller
- erstatte de obligatoriske oplysninger i andre obligatoriske dokumenter.

Den nuvaerende SSCP bestar af to dele:

1. den fgrste del er beregnet til brugere/sundhedspersonale, mens
2. den anden del er beregnet til patienter.

Begge dele skal skrives pa en made, der er tydelig for de endelige modtagere.

*Bemeerk:
Guided Growth Plate Systems er en familie af to aekvivalente enheder (separat CE-maerket, fremstillet, ejet
og solgt af Orthofix Srl), nemlig:

- Guided Growth System (herefter GGS) og
- dets nye generation Guided Growth Plate System Plus (herefter GGPSP).
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DEL |: SSCP FOR TILSIGTEDE BRUGERE/SUNDHEDSPERSONALE

1. ENHEDSIDENTIFIKATION OG GENEREL INFORMATION

1.1. Enhedshandelsnavn(e)
Guided Growth Plate Systems

Bemaerk:
GGPS-familien af produkter inkluderer fglgende enhedshandelsnavne:

Guided Growth System

- eight-Plate Guided Growth System 8eight—Plate
- eight-Plate Guided Growth System + 8eight.P|ate‘8’

1.2. Producent

Navn: Orthofix Srl HOORTHOFIX'
Adresse:  Via delle Nazioni 9 — 37012 Bussolengo (VR) Italy Orthoftx Sil

Via delle Nazioni 9 - 37012 Bussolengo (VR) Italy
Tel. 0039 (0) 45 6719000 - Fax 0039 (0) 45 6719380

1.3. Producentens individuelle registreringsnummer (SRN)
Endnu ikke tilgaengelig (det vil blive leveret efter EUDAMED-implementering).

1.4. Grundlaeggende UDI-DI
GRUNDLAGGENDE UDI-DI: 805050436ImpPlates2bNAC6W

1.5. Beskrivelse/tekst af nomenklatur for medicinsk udstyr
CND-klassificering:  P09120503 — OSTEOSYNTHESIS SCREW-PLATE SYSTEMS (OSTEOSYNTESE
SKRUESKINNESYSTEMER)

1.6. Enhedsklasse
b

1.7. Ar, hvor det fgrste certifikat (CE) blev udstedt, der deekker enheden
GGPS er daekket af CE-certifikater under MDD 93/42/EQ@F af de to enheder, der tilhgrer GGPS-familien,
der blev CE-maerket for fgrste gang separat i:

CE-certifikat (MDD
E et
SYSTEM Fgrste certifikat i 93/42/EQF)
Guided Growth System Juni 2008 G106 11 52763 004
Guided Growth Plate System Plus | Maj 2017 G114 0352763 015
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1.8. Autoriseret repraesentant
Ikke relevant (Orthofix Srl har sseede i Den Europaeiske Unions @konomiske Samarbejdsomrade).

1.9. NB, der vil validere SSCP'et
Navn: TUV SUD Product Service GmbH
ID-nummer: 0123

2. ENHEDENS ANVENDELSESFORMAL

2.1. Anvendelsesformal
Guided Growth Plate Systems er skinner beregnet til knoglefiksering.

2.2. Indikation(er) og malpopulation(er)
Terapeutiske indikationer
Guided Growth Plate Systems er beregnet til gradvist at korrigere deformiteter i rgrknogler hos
voksende bgrn. Specifikke erhvervede eller medfgdte mgnstre for knogledeformitet, som implantatet vil
veaere indiceret for, inkluderer:

- Valgus-, varus- eller fleksions- og leengdedeformiteter i knaet (femur og/eller tibia);

- valgus-, varus- eller plantarfleksiondeformiteter i anklen

Malpopulation
Guided Growth Plate Systems er beregnet til peediatriske patienter med abne epifyser (bgrn i

voksealderen).

2.3. Kontraindikationer og/eller begraensninger
Kontraindikationer:
BRUG IKKE GGPS, hvis en patient udviser eller er disponeret for nogen af fglgende kontraindikationer:
- til deformiteter hos voksne (et fuldt udvokset skelet vokser ikke yderligere);
- hvis vaekstskiven har lukket sig pa grund af traume eller infektion, da yderligere vaekst ikke kan
forekomme.

Begraensninger:
GGPS er ikke sikkerheds- og kompatibilitetsvurderet i et MR-miljg. Det er ikke testet i forhold til varme,

migration eller billedartefakter i et MR-miljg. Sikkerheden ved Guided Growth Plate System Plus i et MR-
miljg er ukendt. Hvis en patient, der har dette udstyr, scannes, kan det medfgre skader pa patienten.
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3. BESKRIVELSE AF UDSTYR

3.1. Beskrivelse af enheden

GGPS bestar af forskellige stgrrelser ottetalsskinner og firkantskinner designet til anvendelse med
kanylerede eller massive skruer, der fas i forskellige stgrrelser. Skinner og skruer fas i steril eller ikke-
steril konfiguration.

Systemet er udviklet til gradvis korrektion af medfgdte savel som erhvervede knogledeformiteter i de
nedre ekstremiteter, forudsat at epifyserne (vaekstskiverne) ikke er vokset sammen.

Skinnen har et afrundet midterstykke og en lav profil, som g@r den velegnet til brug i paediatrien.

Der er et hul i midten af skinnerne, sa der kan implanteres en midlertidig guidewire, sa skinnen
nemmere kan anbringes og fjernes. Skinnerne fastggres til knoglen over vaekstskiven ved hjeelp af skruer.
Disse skruer lases ikke fast pa skinnen, men kan dreje og divergere, hvor de er placeret, efterhanden
som knoglen vokser. Implantatet fungerer som et fleksibelt haengsel, der tillader, at vaekstskiven vokser,
sa ekstremiteten gradvist rettes ud.

Anbringelse og fjernelse af GGPS kan udfgres med generelle ortopadiske instrumenter fra Orthofix.
Ifglge state-of-the-art er hemiepifysiodese og epifysiodese kirurgiske teknikker, der anvendes til gradvist
at korrigere vinklede deformiteter i lemmer eller benleengdeafvigelser hos patienter med ikke-udvokset
skelet. Disse kirurgiske teknikker bgr veere det fgrste trin i en trinvis kirurgisk tilgang til angulzaere
deformiteter eller benleengde deformiteter og udggre et mindre invasivt alternativ til korrigerende
osteotomier og er forbundet med mindre smerte, kortere immobilisering, nedsatte omkostninger og
mindre kirurgisk risiko. Midlertidig styret vaekst er ogsa et alternativ til permanent fysealt vaekststop og
bgr derfor inden for den trinvise tilgang vaere kirurgens fgrste valg, nar korrektion i dben epifyseskive
forspges.

Analyserede data antyder ogsa, at midlertidig hemiepifysiodese, ved skinnefiksering eller ved
anvendelse af kramper, kan kompliceres ved for tidlig lukning af epifyseskiven, en reboundperiode med
accelereret veekst eller hardware-migration. Sadanne komplikationer ser dog ud til at veere lavere ved
hjeelp af ekstraperiosteal, 2-huls skinnemetode, og fordelene ved sadanne tilgange opvejer stadig de
relaterede risici.

Samlet set viser disse data faktisk, at ikke-permanente hemiepifyseale og epifyseale fremgangsmader
anvendes meget oftere end permanente metoder sasom osteotomi. Dette skyldes hovedsageligt, at
osteotomi ikke garanterer ikke-recidiv, og pa samme tid er det mere invasivt sammenlignet med guidet
veekst-metoder.

Af de kliniske data fremgar det, at behandlingen med GGPS varer ca. 1 ar i gennemsnit. Den faktiske
behandlingstid vil variere afhaengigt af den korrektion, der skal udfgres, og patientens alder og
resterende vaekst. Nar behandlingen er afsluttet, er det op til kirurgen at beslutte, hvornar
implantaterne skal fjernes. For patienter, der stadig har en vis restvaekst tilbage, efter at behandlingen er
afsluttet, anbefales det at fjerne implantaterne, nar behandlingen er afsluttet, og derfor nar den
gnskede korrektion er opnaet, da enheden fungerer, sa lenge knoglen stadig vokser.
Implantatfjernelseshastighed beregnet som fjernelse af implantatet i en ikke-planlagt operation, der ikke
skyldes behandlingsafslutning, er under 10 %.
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3.2. En henvisning til tidligere generation(er) eller varianter og beskrivelse af forskellene
Guided Growth Plate System Plus (GGPSP) er den nye generation af Guided Growth System (GGS).
Tabel 1 rapporterer et resumé af de vigtigste forskelle mellem de to enheder.

Tabel 1: Resumé af sammenligningen mellem GGS og GGPSP

GGS GGPSP
PLADER
DIMENSIONEL
RZKKEVIDDE FOR | ottetalsskinne: L 12mm, L 16mm ottetalsskinne: L 12mm, L 16mm, L 20mm
IMPLANTERBARE | firkantskinne: L 16mm, L 22mm firkantskinne: L 16mm, L 22mm
KOMPONENTER
VISUEL

PRASENTATION
AF
OTTETALSSKINNE
(IKKE 1
MALESTOK)

G0

VISUEL
PRASENTATION
AF
FIRKANTSKINNE
(IKKE I
MALESTOK)

G0

SKINNEDESIGN:
SAMMENLIGNING
MELLEM F@RSTE
GENERATION OG
PLUS-
GENERATIONEN

Begge versioner af ottetals- og firkantskinner har en kontureret talje og lav profil til

paediatrisk brug.

Begge versioner har identiske designparametre bortset fra fglgende:

. Sektionsbredde, der blev gget i Plus-generationen

. Samlet tykkelse af implantatprofilen (skinne + skruer), der bliver mindre i Plus-
generationen, men det pavirker ikke skinnernes styrkeegenskaber.

Antallet af fikseringspunkter forbliver usendret fra den fgrste generation til Plus-

generationen:

. Der er et hul i midten af skinnerne, sa der kan implanteres en midlertidig
guidewire, sa skinnen selv nemmere kan anbringes og fjernes

. Ottetalsskinner faestnes til knoglens eksterne overflade over vaekstpladen
med to skruer

. Firkantskinnerne faestnes til knoglens eksterne overflade over vaekstpladen
med fire skruer
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GGS GGPSP
Rustfrit stal: AISI 316L i henhold til Titanium: Ti6Al4V i henhold til
ISO5832/ASTM F138 ISO5832/ASTM F136
MATERIALE Titanium: TiGAI4V i henhold til
ISO5832/ASTM F136
SKRUER
DIMENSIONEL

@ 4,5mm fas i bade massiv og kanyleret
version
@ 3,5mm fas kun i massiv version

RAKKEVIDDE FOR | @ 4,5mm fas i bdde massiv og kanyleret
IMPLANTERBARE | version
KOMPONENTER

VISUEL
PRASENTATION
AF SKRUE
(IKKE I
MALESTOK)

SKINNEDESIGN:
SAMMENLIGNING | Det eneste aendrede skruedesign i Plus-generationen er relateret til den lave profil:
MELLEM F@RSTE | et mindre skruehoved lader den sidde dybere i skinnen. Faktisk har skruen i Plus-
GENERATION OG | generationen den samme gevind- og driverfunktionsdimension i forhold til den

PLUS- f@rste generation.
GENERATIONEN
Rustfrit stal: AISI 316L i henhold til Titanium: Ti6Al4V i henhold til
ISO5832/ASTM F138 ISO5832/ASTM F136
MATERIALE

Titanium: Ti6Al4V i henhold til
ISO5832/ASTM F136
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MONTERING (SKINNE OG SKRUE)

VISUEL
PRASENTATION AF
SAMLINGEN (IKKE |
MALESTOK) AF
FORSTE GENERATION

MONTERINGSDESIGN:
SAMMENLIGNING
MELLEM F@RSTE
GENERATION OG
PLUS-GENERATIONEN

De geometriske parametre for GGPSP-hovedsadet svarer til den fgrste
generation. Derfor ser samlingen (skinne og skrue) af Plus-generationen,
uafhangigt af skinnestgrrelsen, ens ud, nar den fgrst er implanteret, i forhold til
den f@rste generation, som vist ovenfor. Desuden viser det samme billede, at
systemets samlede hgjde er lavere (3,5mm) end den fgrste generation

(4,1mm).

Dette aspekt afspejler systemkonfigurationen pa det tidlige postoperative
tidspunkt, og det er relateret til smerte og patienttolerance: faktisk er den
lavere profil potentielt knyttet til en bedre tolerance.

VISUEL
PRASENTATION AF
MONTERINGEN (IKKE
| MALESTOK) AF
PLUS-GENERATIONEN

MONTERINGSDESIGN:
SAMMENLIGNING
MELLEM F@RSTE
GENERATION OG
PLUS-GENERATIONEN

Nar skruerne nar den maksimale abningsvinkel under behandlingen, svarer den
samlede implantathgjde for Plus-generationen til den fgrste generation:
4,5mm, som vist ovenfor.

Da ROM (mobilitet) pa GGPSP-skruerne i pladen er hgjere end ved den fgrste
generation, er den tid, der kraeves for at na den maksimale angulering, laengere:
Dette kan evt. muligggre en leengere behandlingsperiode og dermed en stgrre
korrektion.
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3.3. Beskrivelse af alt tilbehgr, der er beregnet til at blive brugt i kombination med enheden

Tilbehgr, der ggr det muligt at bruge GGS i overensstemmelse med det tilsigtede formal, jf. artikel 2 i
MDR 2017/745, er anfgrt i tabel 2

Tabel 2 — liste over GGS-tilbehgr

KATALOGNUMMER  BESKRIVELSE PRINCIP FOR BRUG AF ENHEDEN

DHO0454CE GUIDED GROWTH PLATE BENDER (GUIDET En manuelt betjent enhed, der bukker
V/ZEKSTPLADEBUKKER) implanterbare enheder til en passende anatomisk

form.

DHO0455CE MICRO-RATCHETING HANDLE WITH AO En handholdt manuel enhed, der fastggres til en
CONNECTOR, CANNULATED ende af et kirurgisk instrument (f.eks. et
(MIKROSKRALDEHANDTAG MED AO-STIK, skruetraekkerskaft), sa sundhedspersonalet kan
KANYLERET) udfgre manipulationer med instrumentet.

450336CE GUIDED GROWTH PLATE SYSTEM CADDY EMPTY En tom beholder (eller en del af den), der muligggr
(TOM HOLDER TIL GUIDED GROWTH PLATE passende anbringelse af udstyr, der skal steriliseres
SYSTEMS) inden brug pa patienten, i henhold til

GP801CE STERI-TRAY, EMPTY, GUIDED GROWTH (STERI- producentens instruktioner. Bakken skal pakkes
BAKKE, TOM, GUIDED GROWTH) ind i en godkendt steriliseringsemballage inden

GP901CE GUIDED GROWTH (STAINLESS STEEL) STERIBOX, sterilisering eller seettes i en stabil
EMPTY (GUIDED GROWTH (RUSTFRIT STAL) steriliseringsbeholder for at forhindre
STERIBOKS, TOM) kontaminering efter sterilisering.

Tilbehgr, der g@r det muligt at bruge GGPSP i overensstemmelse med det tilsigtede formal, jf. artikel 2 i
MDR 2017/745, er anfgrt i tabel 3.

Tabel 3: Liste over GGPSP-tilbehgr

KATALOGNUMMER  BESKRIVELSE PRINCIP FOR BRUG AF ENHEDEN

180015 GUIDED GROWTH PLATE BENDER (GUIDET En manuelt betjent enhed, der bgjer
V/AKSTPLADEBUKKER) implanterbare enheder til en passende anatomisk

form.

180990 STERILIZATION BOX EMPTY (TOM En tom beholder (eller en del af den), der muligggr
STERILISERINGSBOKS) passende anbringelse af udstyr, der skal

180991 EIGHT PLATE PLUS CADDY EMPTY steriliseres inden brug pa patienten, i henhold til
(OTTETALSSKINNE PLUS CADDY TOM) producentens instruktioner. Bakken skal pakkes

180992 QUAD PLATE PLUS CADDY EMPTY ind i en godkendt steriliseringsemballage inden
(FIRKANTSSKINNE PLUS BEHOLDER TOM) sterilisering eller saettes i en stabil

180993 EXTENDED PLUS LINE CADDY EMPTY (UDVIDET steriliseringsbeholder for at forhindre
PLUS LINE BEHOLDER TOM) kontaminering efter sterilisering.

180995 STERILIZATION BOX BASE
(STERILISERINGSBOKSBASE)

180996 STERILIZATION BOX LID (STERILISERINGSBOKSLAS)
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3.4. Beskrivelse af andre enheder og produkter, der er beregnet til at blive brugt i kombination med

enheden

Instrumenterne til anvendelse eller fjernelse af skinner og skruer er anf@rt og beskrevet kort nedenfor.
En mere detaljeret beskrivelse af instrumentbrug under den kirurgiske procedure er rapporteret i de
dedikerede operationsteknikker.

Liste over GGS-instrumenter

KATALOGNUMMER  BESKRIVELSE

PRINCIP FOR BRUG AF ENHEDEN

GP520CE

99-GP520CE

GP520JP

GP540CE

CANNULATED DRILL BIT D.3.2MM WITH QC
CONNECTOR (KANYLERET BORBIT D.3.2MM MED
QC-STIK)

CANNULATED DRILL BIT D3.2MM WITH QUICK
CONNECT STERILE (KANYLERET BOREBIT D3.2MM
MED HURTIG TILSLUTNING, STERIL)
CANNULATED DRILL BIT, EIGHT-PLATE, 3.2MM,
QUICK CONNECT (KANYLERET BOREBIT,
OTTETALSSKINNE, 3.2MM, HURTIG TILSLUTNING)
K-WIRE D.1.6MM L.150MM (K-TRAD D.1.6MM
L.150MM)

Liste over GGS genanvendelige kirurgiske instrumenter

KATALOGNUMMER  BESKRIVELSE PRINCIP FOR BRUG AF ENHEDEN

DHO0456CE

GP510CE

GP510JP

DHO0457CE

DHO0464CE

GP530CE

GP530JP

DHO0474CE

CANNULATED D.3.5MM HEX DRIVER TIP WITH QC
CONNECTOR (KANYLERET D.3.5MM SEKSKANTET
SKRUETRZKKERSPIDS MED QC STIK)

CANNULATED SCREWDRIVER 3.5MM (KANYLERET
SKRUETRZKKER 3,5 MM)

SCREWDRIVER, EIGHT PLATE, 3.5MM,
CANNULATED, CE (SKRUETRZEKKER,
OTTETALSSKINNE, 3,5 MM, KANYLERET, CE)
SCREW SLEEVE FOR D.5MM SHAFT (SKRUEHYLSTER
TIL D.5MM SKAFT)

GUIDED GROWTH PLATE HOLDER (GUIDET
V/EKSTPLADEHOLDER)

DRILL GUIDE (BOREGUIDE)

DRILL GUIDE, EIGHT PLATE (BOREGUIDE,
OTTETALSSKINNE)

GUIDED GROWTH SCREW EXTRACTOR (GUIDET
VAKSTSKRUEUDTRAKKER)

En stang med lige, spiralformede eller konturerede
riller, der fungerer som skareflader designet til at
abne en boring i knoglen til indsaettelse af
forskellige ortopaediske enheder. Den kan vaere
fastgjort til et handtag eller et bor til manuel eller
eldrevet drejning.

En lang tynd stang, der holder en enhed i den
rigtige position.

En enhed, der forbinder et element til at dreje en
skrue, skrue den af, stramme, Igsne eller fierne
den under en kirurgisk procedure.

En enhed, der samtidigt placerer, vinkler og styrer
andre enheder (f.eks. skruer, trade eller roterende
bor) pa knoglen. | nogle tilfeelde beskytter den
ogsa de omgivende blgddele, mens skruen, traden
eller boret er i drift.

En handholdt manuel enhed, der traekker en
implanterbar enhed ud af kroppen.

Den kan bruges med en kirurgisk hammer til at
udtraekke implantatet i henhold til de specifikke
indikationer til brug.
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Liste over GGPSP-instrumentering

KATALOGNUMMER  BESKRIVELSE PRINCIP FOR BRUG AF ENHEDEN
SELF-RETAINING CANNULATED SCREWDRIVER En enhed, der forbinder et element til at dreje en
180020 HEX3.5MM (SELVRETINERENDE KANYLERET skrue, skrue den af, stramme, Igsne eller fjerne den
SKRUETRZAKKER HEX3.5MM) under en kirurgisk procedure.
CANNULATED DRILL BIT D2.4MM WITH QUICK En stang med lige, spiralformede eller konturerede
180010 CONNECT (KANYLERET BOREBIT D2.4MM MED riller, der fungerer som skareflader designet til at
HURTIG TILSLUTNING) abne en boring i knoglen til indsaettelse af
CANNULATED TAP D 3.5MM WITH QUICK forskellige ortopaediske enheder. Den kan veere
180035 CONNECT (KANYLERET TAP D 3.5MM MED fastgjort til et handtag eller et bor til manuel eller
HURTIG TILSLUTNING) eldrevet drejning.
CANNULATED DRILL BIT D 2.4MM WITH QUICK
99-180010 CONNECT -STERILE (KANYLERET BOREBIT D
2.4MM MED HURTIG TILSLUTNING — STERIL)
CANNULATED TAP D 3.5MM WITH QUICK
99-180035 CONNECT -STERILE (KANYLERET TAP D 3.5MM
MED HURTIG TILSLUTNING — STERIL)
99-GPSA0CE K-WIRE D.1.6MM L.150MM STERILE (K-TRAD En lang tynd stang, der holder en enhed i den
D.1.6MM L.150MM STERIL) rigtige position.

Liste over GGPSP genanvendelige kirurgiske instrumenter

KATALOGNUMMER  BESKRIVELSE ! PRINCIP FOR BRUG AF ENHEDEN

DHO0464CE GUIDED GROWTH PLATE HOLDER (GUIDET En enhed, der samtidigt placerer, vinkler og styrer
VZAKSTPLADEHOLDER) andre enheder (f.eks. skruer, trade eller roterende

180005 DRILL GUIDE (BOREGUIDE) bor) pa knoglen. I nogle tilfelde beskytter den

ogsa de omgivende blgddele, mens skruen, traden
eller boret er i drift.
DH0474CE GUIDED GROWTH SCREW EXTRACTOR (GUIDET En handholdt manuel enhed, der traekker en
VAKSTSKRUEUDTRAKKER) implanterbar enhed ud af kroppen.
Den kan bruges med en kirurgisk hammer til at
udtraekke implantatet i henhold til de specifikke
indikationer til brug.

4. RISICI OG ADVARSLER

4.1. Restrisici og ugnskede virkninger

Det er ikke alle kirurgiske indgreb, der giver et vellykket resultat. Yderligere komplikationer kan stgde til
nar som helst pa grund af fejlagtig brug, af medicinske arsager eller som fglge af fejl ved udstyret, hvor
der kraeves reoperation for at fjerne eller udskifte det medicinske udstyr.

Praeoperative og operative procedurer, inklusive kendskab til kirurgiske teknikker, korrekt anvendelse,
valg af det rette implantat samt den rette placering af det, er vigtige overvejelser ved
sundhedspersonalets anvendelse af udstyret.
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Mulige bivirkninger som fglge af brug af Guided Growth Plate Systems er:

smerte og stivhed pa operationsstedet (under 5 %);

beskadigelse af vaekstpladen (under 5 %);

overvakst eller manglende opnaelse af den gnskede korrektion og mulig overkorrektion (under
10 %);

brud pa skinnen eller Igse, bgjede eller knaekkede skruer (under 10%);

komplikationer i forbindelse med metaloverfglsomhed;

iboende risici forbundet med anaestesi og kirurgi, sasom infektion (under 5 %) og reduceret ROM
(under 5 %).

4.2. Advarsler og forholdsregler
ADVARSLER

Skinnerne har allerede en 10 graders bukning og kan bukkes yderligere 10 grader til mere
alvorlige anatomiske knoglekonturer. Hvis de bukkes mere end de 20 grader, kan det fgre til
skader eller reoperation pa grund af brud.

Veer seerlig papasselig med, at knogleskruerne ikke indfgres i leddene eller beskadiger
vaekstskiverne hos bgrn, der vokser.

Knogleskinner og skruer ma ikke genbruges. Hvis et implantat kommer i kontakt med en hvilken
som helst type kropsvaeske, skal implantatet anses som brugt. | tilfaelde af at det er ngdvendigt at
repositionere implantaterne, skal der anvendes nye implantater.

Dette udstyr er ikke godkendt til skruemontering eller fiksation pa de posteriore dele (pediklerne)
i columna cervicalis, thoracalis og lumbalis.

FORHOLDSREGLER

Indfgr knogleskruerne lidt ad gangen pa skift, indtil de sidder helt nede i skinnen, og skinnen
sidder helt jeevnt pa knoglen.

Inden skruerne saettes i, skal du sikre, at skinnen sidder helt jeevnt pa knoglen og evt. med en
bukning pa op til yderligere 10 grader, hvis det er pakraevet.

Bor ikke skruerne i med en el-boremaskine — kun manuelt.

Serg for ikke at skrue skruerne for meget i, og stop, nar skruen nar til stopmekanismen.

Brug det korrekte bor under forboring.

Efter de er sat i, skal du sikre dig, at anbringelsen af implantaterne er korrekt ved hjzelp af
gennemlysning.

Veelg de relevante implantatkomponenter. Overvej at bruge massive skruer til overvaegtige
patienter og/eller nar du planlaegger en lang behandlingstid. Hvis implantater af forskelligt metal
kombineres, kan det resultere i galvanisk tzering.

Alle Orthofix-enheder skal anvendes sammen med deres respektive Orthofix-implantater, -
komponenter, -tilbehgr og -instrumenter i henhold til operationsteknikken anbefalet af producenten.
Orthofix garanterer ikke for sikkerheden og effektiviteten af Guided Growth System og den nye
generation kaldet Guided Growth Plate System Plus, nar det bruges sammen med enheder fra andre
producenter eller med andre Orthofix-enheder, hvis det ikke specifikt er angivet i operationsteknikken.
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4.3. Andre relevante sikkerhedsaspekter, herunder et resumé af eventuelle sikkerhedshandlinger (FSN
eller FSCA), hvis relevant
Ikke relevant (der er ingen aktuel FSCA for GGPS).

5. RESUME AF KLINISK EVALUERING OG KLINISK OPF@LGNING EFTER MARKEDSF@RING

5.1. Oversigt over kliniske data relateret til tilsvarende udstyr, hvis relevant
Ikke relevant.

5.2. Oversigt over kliniske data fra gennemfgrte undersggelser af enheden inden CE-maerkning, hvis
relevant
Ikke relevant. GGPS er allerede pa markedet.

5.3. Oversigt over kliniske data fra andre kilder, hvis relevant

Ikke relevant, da Orthofix Srl i gjeblikket har implementeret en PMCF-plan, der opdateres arligt, og som
ogsa genererer en PMCF-rapport arligt. Aktiv overvagning pa enheden vil dog blive kgrt i de kommende
maneder, og dette afsnit af SSCP'en vil blive opdateret med passende kliniske data fra andre PMCF-
aktiviteter i overensstemmelse hermed.

5.4. Etsamlet resumé af den kliniske ydelse og sikkerhed

Ved hjaelp af en klinisk evaluering kan Orthofix Srl. anfgre, at der findes tilstraekkelige kliniske data til at
understgtte overensstemmelse med ydelses- og sikkerhedskrav, nemlig det generelle krav 1 i MDR
2017/745.

Relevante artikler valgt ved systematisk s@gning pa artikler (rapporteret i den kliniske
evalueringsrapport) er blevet analyseret for at hente aldre og typer af deformiteter i lange knogler hos

patienter behandlet med GGPS. Et resumé af de hentede oplysninger er rapporteret i nedenstaende

tabel:
Ge:;:;?:;rl)t lig ((:I:‘::g:) Deformiteter i lange knogler Reference
Vinkeldeformiteter

8.9 3-15 Valgus-/varusdeformiteter Keshet, 2019

7.5 2-14 Idiopatiske/erhvervede vinkeldeformiteter Park, 2017

2 21-29m Vinkeldeformiteter pa grund af fokal fibroartilagings Welborn, 2017
dysplasi

11.9 5.8-14.6 Koronalplandeformiteter; idiopatiske/medfgdte Kadhim, 2017

11.7 4.3-16.5 Vinkeldeformiteter i underekstremiteter Shin, 2018

11 3-15 Genu valgum-deformitet: idiopatisk/fibulaer hemimelia Eltayeby, 2019

11.8 8.2-14.4 Idiopatisk genu valgum Park, 2018

115 8-15 Idiopatisk genu valgum Martinez, 2019

1038 m 5,7 m-14,2 m Valgumdeformitet Vaishya, 2018

11.35 ukendt Idiopatiske/medfgdte vinkeldeformiteter Danino, 2018

12 6-20 Fast fleksionsdeformitet i knaeet Stiel, 2018
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Gennemsnitlig

Omrade

alder (3r) (flere r) Deformiteter i lange knogler Reference
437m Ukendt Cozens deformitet Morin, 2018
12 7-16 Genu valgum vinkeldeformitet Zajonz, 2017

Benlangdeforskelle
12 Ukendt Idiopatisk/erhvervet/medfadt forskel i benlaengde Bayhan, 2017
13.4 Ukendt Benlaengdeforskel Borbas, 2019
13 Ukendt Benlaengdeforskel Stewart, 2013
12.5 Ukendt Medfgdt/erhvervet/neurologisk/idiopatisk misforhold i Gaumétou, 2016
benlengden
9.4 6.1-13.6 Misforhold i benlaengden pa grund af Proteus syndrom Crenshaw, 2018
12.6 7-16 Benlengdeforskel Pendleton, 2013
11 NA (2 tilfeelde, | Misforhold i benleengden: neuroblastom med metastasei | Lauge-Pedersen
samme alder) | den proksimale tibia i 1 tilfeelde og medfgdt lille statur i 2.
tilfeelde.
12.8 10-16 Benlaengdeforskel Siedhoff
10 NA (1 Genu recurvatum efter epifysiodesis Kievit, 2013
enkelttilfeelde)
Begge

Ukendt Paediatrisk Vinkeldeformiteter eller misforhold i leengder Jochymek, 2015
12.4 10.6-13.6 Vinkeldeformiteter/misforhold i benleengder/begge dele Joeris, 2017
10.8 3.7-10.8 Sinha, 2018

Vinkeldeformiteter eller misforhold i

forskellige arsager

leengder fra

Gennemsnitsalderen for alle behandlede patienter varierer fra 2 til 13,4 ar, hvilket bekrzefter, at alle
relevante udvalgte artikler henviser til den tilsigtede population, nemlig paediatriske patienter med abne

epifyser (bgrn i voksealderen).

RESUME AF DEN KLINISKE YDELSE

Nar GGPS'et anvendes under de betingelser og formal, der er tiltaenkt af producenten, er det
konstrueret og fremstillet pa en sadan made, at det effektivt kan fungere som et fastholdende hangsel
til midlertidigt at heemme knogleveaekst pa den ene eller begge sider af epifysen, og specielt:
- De kan effektivt fgre til vellykket korrektion af vinkeldeformiteter ved hjzelp af midlertidig
hemiepiphysiodese i rgrknogler hos patienter med ikke-udvokset skelet.
- De kan effektivt fgre til vellykket korrektion af misforhold i leengden pa ekstremiteter (LLD) ved
hjzelp af epifysiodesis hos patienter med ikke-udvokset skelet.
- Hvad angar alternative behandlingsmuligheder, er vellykket behandling med GGPS disponeret af
mange faktorer sdsom patientens alder ved skinneimplantation og deformitetens retning.
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Selvom det er effektivt, er brugen af brugen af mediale og laterale spaendingsbandsskinner til
behandling af LLD signifikant langsommere ved udjaevning af leengder pa ekstremiteter
sammenlignet med ablative teknikker. Denne etablerede effekt kan forklares med det faktum, at
spandingsbandsskinner midlertidigt binder epifysen, sa de forsinker, men ikke stopper, knoglens
vaekst. Der skal indregnes tilstraekkelig tid til, at skinnerne nar deres optimale effekt pa
vaekstdeceleration: deres evne til at bremse veeksten er mindre i de fgrste 6-12 maneder, indtil
der er opbygget tilstraekkelig spaending pa tveers af skinnen til at muligggre fyseal fastholdelse.
Den forsinkede ydeevne af spaendingsbandspladen til behandling af LLD kan opvejes af fordelen
ved en reversibel epifyseal vaekstmodulation, der muligg@r behandling af yngre bgrn og derfor en
leengere behandlingsperiode uden at kompromittere den fremtidige mulighed for at behandle LLD
med en ablativ teknik.

GGPS, som spaendingsbandsskinne, indebaerer sammenlignet med alternativ definitiv behandling
sasom ablativ fyseal epifysiodese fordelen ved reversibel epifyseal vaekstmodulation. Derved
undgas udfordringen med at estimere knoglealderen for at forudsige fremtidigt vaekstpotentiale,
og det bliver muligt at behande yngre bgrn og lettere at Igse komplikationer, der kan identificeres
tidligt ved omhyggelig overvagning.

Ifglge state-of-the-art anbefaler mange forfattere spaendingsbandskinnen som fgrste
behandlingslinje i den terapeutiske tilgang til behandling af rgrknogledeformiteter, hvor det fgrste
forspg ville veere den midlertidige hemiepiphysiodese.

RESUME AF SIKKERHEDEN

Nar det bruges under de betingelser og formal, der er beregnet af producenten, er GGPS designet og
fremstillet pa en sadan made, at sikkerheden for patienter og brugere ikke bringes i fare, og saerligt
geelder:

Den kvantitative og kvalitative analyse af de klager, der er modtaget fra markedet pa GGPS, er
helt i overensstemmelse med state-of-the-art for tilsvarende udstyr.

Hver komplikation er allerede behandlet korrekt i afsnittet "Mulig bivirkning" i brugsanvisningen
(IFU).

| den dokumentation, der ledsager GGPS, gives relevant information til brugere og patienter for sa
vidt muligt at reducere risici i forbindelse med brugen. Sadanne relevante oplysninger leveres for
eksempel i afsnittene "Advarsler" og "Forholdsregler" i brugsanvisningerne. Desuden er de pa
anmodning ogsa tilgaengelige i beskrivelsen af de kirurgiske trin i de operationelle teknikker.
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5.5. Kliniske fordele

Resultaterne af analysen af underbyggelsen af de kliniske fordele er opsummeret i nedenstaende tabel
med rapporter om de artikler, der understgtter de kliniske fordele.

Tiltaenkte kliniske fordele haevdet i brugsanvisningerne

Understgttende artikler

Gradvis ekstra-periosteal korrektion af erhvervede eller medfgdte misdannelser i
rgrknogler ved midlertidig tgjring, ikke komprimering, af epifysen hos bgrn i

voksealderen.

[Keshet, 2019]; [Park 2017]; [Welborn 2017]; [Bayhan
2017]; [Joeris 2017]; [Kadhim 2018]; [Shin 2018]; [Sinha
2018]; [Zajonz 2017]; [Jochymek 2015]; [Stewart 2013];
[Gaumétou 2016]; [Kievit 2013]; [Borbas 2019]; [Eltayeby
2019]; [Park 2018]; [Martinez 2019]; [Vaishya 2018];
[Danino 2018]; [Stiel 2018]; [Morin 2018]; [Crenshaw
2018]; [Pendleton 2013]; [Lauge-Pedersen 2013]; [Siedhoff
2014]; [Keshet, 2019]; [Park 2017]; [Welborn 2017]; [Joeris
2017]; [Kadhim 2018]; [Shin 2018]; [Sinha 2018]; [Zajonz
2017]; [Jochymek 2015]; [Kievit 2013]; [Eltayeby 2019];
[Park 2018]; [Martinez 2019]; [Vaishya 2018]; [Danino
2018]; [Stiel 2018]; [Morin 2018]; [Crenshaw 2018];
[Bayhan 2017]; [Joeris 2017]; [Sinha 2018]; [Jochymek
2015]; [Stewart 2013]; [Gaumétou 2016]; [Kievit 2013];
[Borbas 2019]; [Pendleton 2013]; [Lauge-Pedersen 2013];
[Siedhoff 2014]

Minimalt invasiv.

[Keshet, 2019]; [Park 2017]; [Welborn 2017]; [Bayhan
2017]; [Kadhim 2018]; [Shin 2018]; [Sinha 2018]; [Zajonz
2017]; [Jochymek 2015]; [Gaumétou 2016]; [Kievit 2013];
[Borbas 2019]; [Park 2018]; [Martinez 2019]; [Vaishya
2018]; [Danino 2018]; [Stiel 2018]; [Morin 2018];
[Pendleton 2013]

Vaegtbelastning afhaenger af kirurgens skgnsmaessige vurdering, alt efter hvad

patienten kan tale.

[Park 2017]; [Welborn 2017]; [Sinha 2018]; [Zajonz 2017];
[Jochymek 2015]; [Gaumétou 2016]; [Borbas 2019];
[Martinez 2019]; [Danino 2018]; [Stiel 2018]; [Morin 2018]

Implantater af titaniumlegering undgar allergisk reaktion pa nikkel.

Stgttet indirekte af: [Keshet, 2019]; [Park 2017]; [Welborn
2017]; [Bayhan 2017]; [Joeris 2017]; [Kadhim 2018]; [Shin
2018]; [Sinha 2018]; [Zajonz 2017]; [Jochymek 2015];
[Stewart 2013]; [Gaumétou 2016]; [Kievit 2013]; [Borbas
2019]; [Eltayeby 2019]; [Park 2018]; [Martinez 2019];
[Vaishya 2018]; [Danino 2018]; [Stiel 2018]; [Morin 2018];
[Crenshaw 2018]; [Pendleton 2013]; [Lauge-Pedersen
2013]; [Siedhoff 2014]

Specifikt understgttes den vaesentligste kliniske fordel (gradvis ekstra-periosteal korrektion af
erhvervede eller medfgdte misdannelser i rgrknogler ved midlertidig t@jring, ikke komprimering, af
epifysen hos bgrn i voksealderen) af et stort antal videnskabelige kliniske publikationer.

| gennemsnit, og hvor rapporteret, rapporterer forfatterne en korrektion pa 6,39° (interval 2,8-9,0°) af
m-LDFA og af 4,73° (interval 4,40-5,30°) af MPTA.
Den gennemsnitlige hastighed for samlet korrektion af deformitet rapporteres at vaere ca. 0,70°/maned

(interval 0,36-0,97°/maned).

Med hensyn til behandling af LLD er den rapporterede gennemsnitlige korrektion, hvor rapporteret,
7,66 mm (interval 4-12mm) med en gennemsnitshastighed pa 0,42 mm/maned for larbenet og

0,40 mm/maned for tibia.

Selvom succesrater ikke altid blev rapporteret, da dette ikke var en del af omfanget af alle
undersggelser, varierede de fra mindst 66 % (Joeris, 2017) til hgjere rater som 91,6 % (Vaishya 2018) og
95 % (Morin_2018) eller endda 100 % (Jochymek, 2015; Martinez, 2019; Park, 2017 & 2018; Stiel, 2018;
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Welborn, 2017; Zajons, 2017) til deformitetskorrektioner og fra ca. 59 % (Joeris, 2017) 61 % (Gaumétou,
2016) til 75 % (Gaumétou, 2016), 78 % (Jochymek, 2015) og endda til 100 % (Bayhan, 2017; Borbas,
2019;) til behandling af misforhold i leengden pa ekstremiteter.

De andre kliniske fordele (minimal invasivitet, tidlig vaegtbelastning som tolereret og under kirurgisk
skgn og implantater af titaniumlegering for at undga allergiske reaktioner pa nikkel) blev understgttet af
kvalitative, direkte konklusioner fra forfatterne (metoden blev beskrevet som minimalt invasiv i 19
publikationer, som fremgar af tabellen ovenfor), indikationer, der blev givet til patienterne som
beskrevet i den postoperative pleje af metodeafsnittet i publikationen (tidlig veegtbelastning som
tolereret og under kirurgisk skgn) eller indirekte, ved fravaer af komplikationer relateret til allergiske
reaktioner (ved implantater af titaniumlegering undgas allergiske reaktioner pa nikkel).

5.6. Benefit-risk-vurdering

Patienter henvises normalt til en ortopaedisk vurdering pa grund af misforhold i laengden pa
ekstremiteter eller unormal vinkling af knaeet eller ankelleddet. Det er vigtigt, at en erfaren kirurg
foretager en fuldsteendig vurdering af hele ekstremiteten for at identificere den ngjagtige maengde og
retning af enhver unormal vinkling. En ekstremitet kan se anderledes ud end det 'normale’, eller begge
ekstremiteter kan vaere unormale, som nar patienten har kalveknae (valgusdeformitet) eller er hjulbenet
(varusdeformitet).

Med henblik pa risikovurderingen af GGPS analyseres anvendelsen af GGPS under hensyntagen til den
aktuelle teknik.

Den klassiske behandling af patologiske vinkeldeformiteter i ekstremiteterne er korrigerende osteotomi;
osteotomier kraever imidlertid hospitalsindlaeggelse, smertebehandling, immobilisering og forsinket
vaegtbelastning med afbrydelse af det daglige liv.

Alternative behandlinger har veeret iseetning af heefteklammer eller en transfyseal skrue. Haefteklammer
er blevet brugt i mange ar og har dokumenteret historik. Imidlertid har rapporterede ulemper relateret
til implantatfejl, herunder migration, fysealstave eller brud pa haefteklammer, fgrt til, at nogle har
forladt denne teknik. Derudover holder en hafteklamme op til en tredjedel af knoglen i stiv
kompression, og korrektion kan kun opnas ved aktivitet i den resterende ukomprimerede knogle.
Transfysealskruer komprimerer ogsa fysealpladen og har tendens til at blive brugt i slutningen af
vaeksten for milde til moderate deformiteter (5-15 grader)

| ankelleddet fglger unormal vinkling ofte efter tidligere traumer rundt om den distale vaekstplade.
Systemets princip er at styre retningen pa den relevante vaekstplade ved at fastholde den ene side og
lade den normale ikke fastholdte side vokse lidt hurtigere.
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Til dette formal placerer kirurgen en ikke-lasende skinne pa tvaers af epifysen, sa der iseettes skruer i
hver side af den. Instrumenterne er designet til at hjaelpe kirurgen med at ggre dette ngjagtigt.

De stgrste fordele ved proceduren er:

Endagsprocedure pa hospital: minimal forstyrrelse af den daglige rutine

Knoglens fysiske egenskaber forbliver ueendrede, sa normal aktivitet er mulig umiddelbart efter
operationen

Proceduren kan udfgres i alle aldre, forudsat at vaekstpladerne stadig er abne

Undgaelse af mere radikal kirurgi med skruer indsat over epifysen eller komplet eller delvis
osteotomi for at foretage korrektionen. Disse operationer kraever hospitalsindlaeggelse og
begreaenset aktivitet i en periode derefter.

Ingen forskel i umiddelbare virkninger af at pafgre en skinne pa den distale femur, proksimale eller
distale tibia, sa korrektionen kan foretages ngjagtigt, hvor det er ngdvendigt.

Skruerne vinkles, nar korrektionen fortsaetter, hvilket viser, at korrektion finder sted over hele
knoglens bredde. Med en haefteklamme finder korrektion kun sted i den knogle, der ikke er deekket
af haefteklammen. Af denne grund har korrektion med ottetalsskinner tendens til at veere ca. 30 %
hurtigere end med haefteklammer.

Virkningerne af operationen skal vaere en gradvis korrektion af den unormale vinkling. Ngjagtig
opfelgning er ngdvendig for at sikre, at skinnen fjernes pa det rigtige tidspunkt, men korrektion kan
normalt vaere meget praecis.

Malet er at gendanne en normal mekanisk akse til ekstremiteten med et vandret knaeled.

Mulige bivirkninger som fglge af brug af Guided Growth Plate Systems er:

smerte og stivhed pa operationsstedet;

beskadigelse af vaekstskiven;

brud pa skinnen eller Igse, bgjede eller knaekkede knogleskruer;

komplikationer i forbindelse med metaloverfglsomhed;

iboende risici forbundet med anaestesi og kirurgi, sdasom infektion og reduceret ROM.
overvaekst eller manglende opnaelse af den gnskede korrektion og mulig overkorrektion; i den
indledende serie pa 34 patienter havde 8 ud af 65 knoglesegmenter tilbagefald af deformiteten.
| hvert tilfeelde blev det rettet ved en gentagelse af den oprindelige procedure. Dette er at
foretraekke frem for risikoen for mere alvorlige komplikationer med en osteotomi.

Sarinfektion, brud pa skrue eller skinne, lgsning af skruer og lokal smerte er alle mulige fglgevirkninger af
enhver skinneindsaettelse. Disse begivenheder har imidlertid tendens til at vaere mindre og lokale, fordi
skinnerne indszettes med en minimalt invasiv teknik, og patienten kan straks genoptage normale
aktiviteter. Lgsningen er normalt til lokale foranstaltninger og antibiotika og sjeeldent tidlig fijernelse af
skinner. Infektion, hvilket sjeeldent forekommer, reagerer normalt pa antibiotika og lokal behandling.
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Fordelene er, at proceduren er mindre invasiv og mindre forstyrrende for det daglige liv med
komplikationer, der har enkle Igsninger. De mere radikale operationer med transfysealskrue eller
osteotomi kan kun udfgres, nar vaeksten er afsluttet, og komplikationerne kan veere mere sveekkende:
dyb infektion eller manglende heling kan forekomme, eller den endelige position kan vaere suboptimal.
Komplikationer med mere radikal operation kan vaere mere alvorlige.

Den alternative fastholdelse er at anvende en hafteklamme. Ottetalsskinner er designet til, at skruerne
kan skilles ad, nar der sker korrektion. Normalt adskilles armene pa hafteklammer ikke, sa der er risiko
for brud og tab af yderligere korrektion.

Placering af implantaterne pa begge sider af leddet for at heemme vaekst ggr det muligt for et kortere
modsat ben at blive mere ens i leengden. Denne teknik kan bruges til misforhold i leengden pa
ekstremiteter (LLD). Stgrre uoverensstemmelser behandles med osteotomier (for at forkorte det
leengere ben) eller callotasis (for at forlaenge det kortere ben). Disse to teknikker involverer vigtige
procedurer med komplet osteotomi i larbenet eller skinnebenet og brug af krykker og delvis eller helt
manglende vaegtbelastning i nogle uger. Hvis hafteklammer eller ottetalsskinner anvendes, er
afbrydelsen af normale aktiviteter minimal, og patienter kan fortsaette med at bruge ekstremiteten som
normalt.

SAMLET KONKLUSION AF RISK-BENEFIT-VURDERINGEN

Forudsat at der er tid tilbage til afslutning af vaeksten, kan teknikken med styret vaekst med GGPS opna
korrektion af vinkeldeformiteter i underbenets rgrknogler. Sammenlignet med brugen af andre metoder,
sasom osteotomi, transfyseal skrue eller haefteklammer, er der

e mindre forstyrrelse af patientens aktiviteter end ved andre metoder

e mindre smerte eller besvaer end ved andre metoder

e stgrre chance for at na det kirurgiske mal for en normal mekanisk akse og et vandret knzeled

e minimal eller ingen pavirkning af patientens uddannelse

e en lav komplikationsrate, og nar de forekommer, er komplikationer mindre sammenlignet med
komplicerede operationer, som kan omfatte manglende heling, fejlstilling og dyb infektion

Der er faerre RISICI ved at bruge GGPS. Anvendelse af en skinne er ved en mindre operation som en
endagsprocedure. Patienten tager hjem og fortsaetter livet som normalt.

FORDELEN ved proceduren er, at der er stor chance for, at de kirurgiske mal nas med minimal
forstyrrelse for patienten. Korrektion sker gradvist og kan justeres til den gnskede vinkel.

Sa fordelene er store ved brug af mindre operationer, og der er en meget lav risiko for komplikationer.
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5.7. Lgbende eller planlagt klinisk opfglgning efter markedsf@ring

Orthofix Srl er som producent verdensomspaendende ansvarlig for planlagning, gennemfgrelse og

rapportering af GGPS-aktiviteter efter markedsovervagning, herunder PMCF-aktiviteter (Post-Market

Clinical Follow-Up), der er planlagt i PMCF-planen.

Kort sagt vil Orthofix:

1. undersgge og analysere relevant fagfellebedgmt videnskabelig litteratur og indsamle data om
enhedernes sikkerhed og kliniske ydelse.

2. indsamle og analysere klinisk erfaring med ikke-fagfeellebedgmte kliniske data fra f.eks. registre
(hvis relevant, webstedet clinicaltrials.gov; kongresser).

3. indsamle og analysere overvagningsdata efter markedsfgringen for at identificere og estimere
eventuelle yderligere risici, der tidligere ikke er identificeret.

4. justere produktspecifik dokumentation med alle nyligt tilgaengelige oplysninger, nar det skgnnes
passende.

5. gennemfgre en retrospektiv klinisk opfglgningsundersggelse efter markedsfgringen af GGPSP.

Denne retrospektive observationskliniske undersggelse foretages for at evaluere sikkerheden (primaer
malsaetning) og den kliniske ydelse (sekundaer malsaetning) af GGPSP, som er den anden version af GGPS
og inkorporerer mindre aeendringer af det originale design. Undersggelsen sigter mod at indsamle
dokumentation fra den virkelige verden om brugen af produktet i kirurgiske omgivelser. Derfor blev der
valgt et retrospektivt design, der ggr det muligt at fokusere pa den made, som kirurgerne har brugt
enheden pa og indsamlet de komplikationer, der opstod, og de kliniske resultater opnaet pa denne
made. Data om komplikationer (defineret som en [ikke-] forventet alvorlig bivirkning relateret til
enheden eller hardwarefejl) og succesrate for deformitetskorrektion (defineret som en delvis eller
fuldstaendig korrektion til anatomiske vinkler) savel som behandling af misforhold i leengden pa
ekstremiteter (defineret som den delvise eller komplette korrektion for at matche laengden af det
kontralaterale lem) vil blive indsamlet i en europaeisk kontekst. | alt 70 patienter vil blive inkluderet og vil
have en gennemsnitlig opfglgning pa 16 maneder. Resultaterne af GGPSP vil blive sammenlignet med de
aktuelt tilgeengelige offentliggjorte kliniske data om GGS.

Orthofix sponsorerer i gjeblikket ikke nogen klinisk undersggelse og er ikke bekendt med igangvaerende
uafhaengige kliniske undersggelser af dette produkt.

| Igbet af den forventede levetid for GGPS rapporteres resultaterne af PMCF-aktiviteterne hvert ari en
PMCF-evalueringsrapport, der vil blive taget i betragtning for Isbende at opdatere den nuveerende CER.
Hvis der gennem PMCF-aktiviteterne er identificeret relevante kliniske data, vil indholdet og
konklusionerne fra den nuveerende CER blive rationaliseret i overensstemmelse hermed, og SSCP vil
blive opdateret som fglge heraf.
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6. MULIGE DIAGNOSTISKE ELLER TERAPEUTISKE ALTERNATIVER

Mulige terapeutiske alternativer til korrektion af rgrknogler hos bgrn i voksealderen er:
- heefteklammer;
- permanent ablation af fysis;
- osteotomi efterfulgt af intern eller ekstern stabilisering

Ifglge state-of-the-art bgr hemiepiphysiodesis og epiphysiodesis vaere det fgrste trin i en trinvis kirurgisk
tilgang til vinklede deformiteter eller deformiteter i lsengden pa ekstremiteter og udggre et mindre
invasivt alternativ til korrigerende osteotomier og er forbundet med mindre smerte, kortere
immobilisering, nedsatte omkostninger og lavere kirurgisk risiko. Midlertidig styret vaekst er ogsa et
alternativ til permanent fysealt stop og bgr derfor inden for den trinvise tilgang vaere kirurgens fgrste
valg, nar han forsgger at korrigere i aben epifyseskive.

FORSLAG TIL PROFIL OG UDDANNELSE FOR BRUGERE

GGPS er kun beregnet til brug for professionelt sundhedspersonale, og dette personale skal have fuldt
kendskab til de relevante ortopaediske procedurer og have kendskab til implantaterne, instrumenterne
og de kirurgiske procedurer (herunder anvendelse og fjernelse).

Uddannelsesmateriale til tilsigtede brugere bestar af en operativ teknik og direkte support leveret af
producenten ved hjzlp af uddannelseskursus og produktspecialist.

8. REFERER ALLE HARMONISEREDE STANDARDER OG ANVENDT CS

GGPS er udviklet og vedligeholdes pa markedet under fglgende harmoniserede standarder, hvor det er

relevant:
REF. UDGAVE BESKRIVELSE
EN I1SO 13485 2016 Medical Devices — Quality Management Systems — Requirements For
Regulatory Purposes
I1SO 14644-1 2015 Cleanrooms and associated controlled environments — Part 1: Classification of
air cleanliness by particle concentration
1SO 14644-2 2015 Cleanrooms and associated controlled environments — Part 2: Monitoring to
provide evidence of cleanroom performance related to air cleanliness by
particle concentration
1SO 14644-5 2004 Cleanrooms and associated controlled environments — Part 5: Operations
1SO 14698 2003 Cleanrooms And Associated Controlled Environments — Biocontamination
Control
1SO 15883-1 2006 (A1:2014) Washer-disinfectors — Part 1: General requirements, terms and definitions and

tests.

ISO/TS 15883-5 2005 Washer-disinfectors — Part 5: Test soils and methods for demonstrating
cleaning efficacy

EN ISO 14971 2012 Medical Devices — Application Of Risk Management To Medical Devices

1SO 10993-1 2018 “Biological evaluation of medical devices — Part 1: Evaluation and testing
within a risk management process” and related standard series ISO 10993

EN 62366-1 2015 (Corr. 2016) Medical devices- Application of usability engineering to medical devices
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REF.
EN 556-1

UDGAVE
2001/AC:2006

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

EN1SO 11137-1 2015 Sterilization of health care products — Radiation — Part 1: Requirements for
development, validation and routine control of a sterilization process for
medical devices

EN I1SO 11137-2 2015 Sterilization of health care products — Radiation — Part 2: Establishing the
sterilization dose

EN 1SO 11737-1 2018 Sterilization of medical devices — Microbiological methods — Part 1:
Determination of a population of microorganisms on products

EN ISO 11737-2 2009 Sterilization of medical devices — Microbiological methods — Part 2: Tests of
sterility performed in the validation of a sterilization process

EN I1SO 17665-1 2006 Sterilization Of Health Care Products — Moist Heat — Part 1: Requirements For
The Development, Validation And Routine Control Of A Sterilization Process For
Medical Devices

EN I1SO 11607-1 2017 Packaging for terminally sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging systems

EN I1SO 11607-2 2017 Packaging for terminally sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly processes

ISTA-2° 2011 ISTA Standard 2A — Partial Simulation Performance Tests

EN I1SO 14602 2011 Non-active surgical implants — Implants for osteosynthesis — Particular
requirements

EN ISO 14630 2013 Non-active surgical implants — General requirements

MEDDEV 2.7.1rev.4 2016 CLINICAL EVALUATION: A GUIDE FOR MANUFACTURERS AND NOTIFIED BODIES

UNDER DIRECTIVES 93/42/EEC and 90/385/EEC

EN 1041 2008 (A1:2013) Information Supplied By The Manufactured Of Medical Devices

EN I1SO 15223-1 2016 Medical devices — Symbols to be used with medical device labels, labelling and
information to be supplied

AAMI TIR 12 2010 Designing, testing and labeling reusable medical devices for reprocessing in
health care facilities: A guide for medical device manufacturers

AAMI TIR 30 2011 (reapproved: 2016) A compendium of processes, materials, test methods, and acceptance criteria
for cleaning reusable medical devices

I1SO 17664 2017 Processing of health care products — Information to be provided by the
medical device manufacturer for the processing of medical devices

ASTM E1837 1996 (2014) Standard Test Method to Determine Efficacy of Disinfection Processes for
Reusable Medical Devices (Simulated Use Test)

EN 14885 2018 Chemical disinfectants and antiseptics — Application of European Standards for

chemical disinfectants and antiseptics

ANSI/AAMI ST67

2011/R:2017

Sterilization of health care products—Requirements and guidance for selecting
a sterility assurance level (SAL) for products labeled “sterile”

ANSI/AAMI ST77

2013/R:2018

Containment devices for reusable medical device sterilization

ANSI/AAMI ST79 2017 Comprehensive guide to steam sterilization and sterility assurance in health
care facilities annexes

ASTM F564 2017 Standard Specification and Test Methods for Metallic Bone Staples

ASTM F1264 2016 Standard Specification And Test Methods For Intramedullary Fixation Devices

ASTM F382 2017 Standard Specification and Test Method for Metallic Bone Plates
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REF. UDGAVE BESKRIVELSE

ASTM F543 2017 Standard Specification and Test Methods for Metallic Medical Bone Screws

ASTM F136 2013 Standard Specification for Wrought Titanium-6Aluminium-4Vanadium ELI
(Extra Low Interstitial) Alloy for Surgical Implant Applications (UNS R56401)

ASTM F138 2013 Specification for Wrought-18 Chromium-14 Nickel-2.5 Molybdenum Stainless
Steel Bar and Wire for Surgical Implants (UNS S31673)

1SO 5832-1 2016 Implants for surgery — Metallic materials — Wrought Stainless Steel

EN ISO 5832-3 2016 Implants for surgery — Metallic materials — Part 3: Wrought titanium 6-
aluminium 4-vanadium alloy

ASTM F1886 2016 Standard Test Method for Determining Integrity of Seals for
Flexible Packaging by Visual Inspection

ASTM F1929 2015 Standard test method for detecting leaks in porous medical packaging by dye
penetration

EN 868-5 2018 Packaging for terminally sterilized medical devices — Part 5: Sealable pouches
and reels of porous materials and plastic film construction — Requirements and
test methods

DIN 58953-6 2016 Sterilization — Sterile supply — Part 6: Microbial barrier
testing of packaging materials for medical devices which are to be sterilized

ASTM F897 2002/R:2007 Measuring Fretting Corrosion of Osteosynthesis Plates and Screws

1SO 7153-1 2016 Surgical Instruments — Metallic Materials — Part 1: Stainless Steel

ASTM F899-12b 2012 Standard Specification for Wrought Stainless Steels For Surgical Instruments

ASTM F86 2013 Standard Practice for Surface Preparation and Marking of Metallic Surgical
Implants

ASTM F983 2018 Standard Practice for Permanent Marking of Orthopaedic Implant Components

ASTM A967 2017 Standard Specification for Chemical Passivation
Treatments for Stainless Steel Parts

En liste over geldende Common Specifications (CS), der skal henvises til, vil blive leveret, nar den er

tilgeengelig.

9. REFERENCER

1. Keshet, D., et al. Removal of Metaphyseal Screw Only After Hemiepiphysiodesis Correction of Coronal
Plane Deformities Around the Knee Joint: Is This a Safe and Advisable Strategy? J Pediatr Orthop.
2019;39(3): e236-e239.

2. Park, K. H., et al. Angular deformity correction by guided growth in growing children: Eight-plate versus
3.5-mm reconstruction plate. J Orthop Sci. 2017;22(5): 919-923.

3. Welborn, M. C. and P. Stevens. Correction of Angular Deformities Due to Focal Fibrocartilaginous
Dysplasia Using Guided Growth: A Preliminary Report. J Pediatr Orthop. 2017;37(3): e183-e187.

4. Bayhan, |. A, et al. Comparing Percutaneous Physeal Epiphysiodesis and Eight-Plate Epiphysiodesis for
the Treatment of Limb Length Discrepancy. J Pediatr Orthop; 2017;37(5): 323-327.
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DEL Il: SSCP FOR PATIENTER
RESUME AF SIKKERHED OG KLINISK YDELSE

Dokumentrevision: Revision 5
Udstedelsesdato: dato for sidste underskrift pa vedlagte underskriftsside

Dette resumé af sikkerhed og klinisk praestation (SSCP) giver offentlig adgang til et opdateret resumé af de
vigtigste aspekter af sikkerhed og ydeevne. Det bestar af to dele. Et resumé for laeger i fgrste del. Information
til laegfolk i anden del.

SSCP giver ikke generel radgivning om behandling. Kontakt din laege, hvis du har spgrgsmal. Denne SSCP
erstatter ikke et implantatkort. Den erstatter heller ikke brugsanvisningen til sikker brug af enheden.

1. ENHEDSIDENTIFIKATION OG GENEREL INFORMATION
- Enhedshandelsnavn: Guided Growth Plate Systems (GGPS).
GGPS-familien af produkter inkluderer fglgende enhedshandelsnavne:

Guided Growth System

- eight-Plate Guided Growth System 8eight-PIate

- eight-Plate Guided Growth System + 8e]g|-“;.P|ate®

Guided Growth System

- Producent; navn og adresse: Orthofix Srl., Via delle Nazioni 9, 37012 Bussolengo Verona, Italy

il © orTHOFIX

Orthofix Srl
Via delle Nazioni 9 - 37012 Bussolengo (VR) Italy
Tel. 0039 (0) 45 6719000 - Fax 0039 (0) 456719380

- Grundlzeggende UDI-DI: 805050436ImpPlates2bNAC6W
- Ar, hvor enheden fgrst blev CE-market under MDD 93/42/E@F: GGS kom ind pa det europaiske marked
i juni 2008, mens GGPSP kom pa markedet i maj 2017.
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2. ANVENDELSESFORMAL OG INDIKATIONER FOR ENHEDEN

- Anvendelsesformal: Guided Growth Plate Systems er skinner beregnet til knoglefiksering.

- Indikationer og tilteenkte patientgrupper: Guided Growth Plate Systems er beregnet til gradvist at
korrigere deformiteter i rgrknogler hos voksende bgrn. Specifikke erhvervede eller medfgdte mgnstre
for knogledeformitet, som implantatet vil veere indiceret for, inkluderer:

- Valgus-, varus- eller fleksions- og laengdedeformiteter i knaeet (femur og/eller tibia);
- valgus-, varus- eller plantarfleksiondeformiteter i anklen

- Guided Growth Plate Systems er beregnet til paediatriske patienter med dbne epifyser (bgrn i
voksealderen).
- Kontraindikationer: Disse enheder bgr ikke bruges til bgrn, hvis vaekst allerede er stoppet.

3. BESKRIVELSE AF UDSTYR

Enhedsbeskrivelse og materiale/stoffer i kontakt med patientvaev: enheden bestar af en lille skinne
(omtrent pa st@rrelse med en klips eller en jordngd; fra 12 mm til 22 mm lang). Skinnen kan fastggres til
knoglen med 2 eller 4 skruer. Implantaterne er lavet af passende materialer. Isaer: implantatkvalitet 316L
rustfrit stal og implantatkvalitet titaniumlegering.

GGPS GGPS-P

(Eight Plate) (Eight Plate)

(Quad Plate)
(Quad Plate)
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Ifglge den nuvaerende viden kan vinkeldeformiteter i benene gradvist korrigeres. Dette kan ggres hos
voksende og ikke-voksende patienter. Hos voksende patienter kan den gradvise korrektion af
vinkeldeformiteter udfgres ved midlertidig styret veekst. Det kan ggres pa den ene side af en ekstremitet
(hemiepiphysiodese) eller pa begge sider (epiphysiodese). Disse teknikker bgr vaere det fgrste trin i en trinvis
kirurgisk tilgang til vinklede deformiteter eller deformiteter i leengden pa ekstremiteter. De udggr et mindre
invasivt alternativ til korrigerende osteotomier efterfulgt af ekstern eller intern fiksering, den eneste teknik,
der kan bruges til at korrigere deformiteter hos ikke-voksende patienter. De er forbundet med mindre
smerte, kortere immobilisering, nedsatte omkostninger og mindre kirurgisk risiko. Korrigerende osteotomier
indebaerer kirurgisk overskaering af knoglen for at korrigere deformiteten. Midlertidig styret vaekst er ogsa et
alternativ til permanent vaekststop. Saledes bgr det vaere kirurgens fgrste valg, nar han forsgger at korrigere
hos en voksende patient.

Analyserede data tyder pa, at midlertidig styret vaekst kan fgre til komplikationer, der normalt let Igses.
Blandt andet: for tidlig stop af vaekst, en rebound-periode med accelereret veekst, at skinnen bevaeger sig fra
sin oprindelige position. Imidlertid synes komplikationer at vaere lavere ved hjalp af 2-hullers skinnemetoden
sammenlignet med andre systemer. Ogsa fordelene ved sddanne tilgange opvejer stadig de relaterede risici
for komplikationer.

Samlet set viser disse data, at ikke-permanente tilgange anvendes meget oftere end permanente metoder,
sasom osteotomi (kirurgisk overskaring af knogler). Dette skyldes, at en osteotomi ikke garanterer, at
problemet ikke vender tilbage. Samtidig er det mere invasivt sammenlignet med styret vaekst-metoder.

- Beskrivelse af, hvordan enheden opnar sin funktion (handlingsmade):

I normal skeletvaekst er ekstremiteterne ens i l&engden. De er ogsa korrekt justeret fra hofterne til anklerne
eller fra skulderen til handleddet. Undertiden kan fgdselsabnormaliteter, infektion, skade eller andre forhold
medfgre, at rgrknogler (f.eks. skinneben, larben) vokser ud af en justering. Dette kaldes "fejljustering".
Denne forskydning kan resultere i leddeformationer i benet. Disse er kendt som valgus (kalveknaeet), varus
(hjulben) og leddbgjningsdeformiteter. | disse situationer reduceres normal brug af benet, og gang eller Igb
kan vaere smertefuldt.

Korrektionen af deformiteter i ekstremiteter skal ses i sammenhaeng med en trinvis tilgang. Fra mindre
invasive tilgange til mere invasive tilgange. Den fgrste kirurgiske mulighed er "hemiepiphysiodese" eller
"epiphysiodese". Dette er en meget mindre invasiv operation til at korrigere vinkeldeformiteter.
"Epiphysiodese" er et graesk udtryk, hvor "physis" betyder veekstplade og "desis" betyder fastholdt.
"Vaekstpladen" er vaekstomradet nzer enden af rgrknogler hos bgrn og unge. Hver rgrknogle har to
vaekstplader. En i hver ende. Disse "vaekstplader" bestemmer den fremtidige laengde og form af den voksne
knogle.

Malet er at tillade omjustering gennem vaekst. Det vil sige, knoglevaekst er begraenset pa den ene side af
deformiteten, mens knoglevaeksten fortseetter pa den anden side. Knoglen justeres gradvist igen, og
deformiteten korrigeres. Da laegen ikke har brug for at overskaere knoglen kirurgisk (som ved en "osteotomi")
for at korrigere tilpasningen, er der mindre risici og ubehag. Daglige aktiviteter kan genoptages hurtigt.
Disse to systemer (GGS og GGPSP) er minimalt invasive "hemiepiphysiodese"- og "epiphysiodesis"-skinner.
De styrer vaeksten, mens de tillader naturlig, sikker og gradvis korrektion af justering af benene. Enheden

Orthofix Srl - Via delle Nazioni, 9 37012- Bussolengo (VR)
TIf (+39) 045 6719000 Fax (+39) 045 6719380

Side 31 af 36



¢) ORTHOFIX

PO 238-01 SSCP-skabelon REF. SSCP_GGPS_Rev. 05

Resumé af sikkerhed og klinisk ydelse
Guided Growth Plate Systems (GGPS)

holder den ene side af vaekstpladen. Den modsatte side af "fysis" fortsaetter med at ekspandere og vokse.
Skruerne adskilles inden i pladen og fungerer som et hangsel. Denne hangselbevaegelse forhindrer ogsa
komprimering af den vaekstplade, der guides.

Med misdannelser i ekstremitetslaengden er begge sider af "vaekstpladen" pa den leengere ekstremitet
blokeret. Pa denne made vokser den kortere ekstremitet, indtil den samme lsengde er naet.

Foruden skinnerne har GGPS flere komponenter, blandt andet skruer i forskellige former og stgrrelser og
styretrade.

4. RISICI OG ADVARSLER

Kontakt din laege, hvis du mener, at du eller dit barn oplever bivirkninger. Du kan ogsa kontakte din lage,
hvis du er bekymret for risici. Dette dokument er ikke beregnet til at erstatte en konsultation med din laege,
hvis det er ngdvendigt.

Kontraindikationer:

- GGPS drager fordel af en rgrknogles voksekapacitet til at korrigere en knogledeformitet. Af denne
grund kan disse enheder ikke bruges til deformiteter hos voksne. Det voksne skelet har ingen
resterende vaekst.

- GGPS bgr ikke bruges i knogler, der ikke laengere vokser. Dette kan veere tilfeldet efter traumer
(ulykker, fald eller andre traumatiske begivenheder) eller infektion.

Mulige bivirkninger, du eller dit barn kan opleve:

- smerter i det opererede omrade; dine muskler eller led kan ggre ondt nar du bevaeger dig (opleves
af faerre end 5/100 patienter)

- Skader pa knoglens vaekstkapacitet ("vaekstplade") kan forekomme (opleves af mindre end 5/100
patienter).

- Det kan forekomme, at enheden ikke opnar den gnskede korrektion (opleves af mindre end 10/100
patienter).

- Enskinne eller en skrue kan knaekke eller bgjes (opleves af mindre end 10/100 patienter).

- Du kan opleve overfglsomhed over for enhedens metal (dette er ikke rapporteret i den
videnskabelige litteratur).

- Bivirkninger forbundet med anaestesi og kirurgi, sasom infektion eller nedsat bevaegelse af leddet
(begge opleves af faerre end 5/100 patienter).

Advarsler
- Skinnerne er bgjet til 10 grader. Disse kan bgjes for at kompensere for yderligere 10 grader for
alvorlige knoglekonturer. Bgjning ud over dette (20 grader i alt) kan medfgre personskade eller brud
pa skinnen.
- Knogleskruerne skal ikke indsaettes i leddene eller beskadige den voksende del af knoglerne hos bgrn.
- Knogleskinner og skruer ma ikke genbruges.
- Denne enhed er ikke godkendt til brug i andre knogler end rgrknogler i benene.
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5. RESUME AF KLINISK EVALUERING OG KLINISK OPF@LGNING EFTER MARKEDSF@RING (PMCF)
Producenten af GGPS, Orthofix Srl, har foretaget en grundig klinisk evaluering for yderligere at kontrollere,
hvordan enheden opfylder sit formal, og hvor sikker den er.

Relevante publikationer valgt ved en ngjagtig bibliografisk s@gning (rapporteret i den kliniske
evalueringsrapport) er blevet analyseret. Et resumé af de hentede oplysninger er rapporteret i
nedenstaende tabel:

Gennems:m itlig Omra(ﬂie Knogledeformiteter Reference
alder (ar) (flere ar)
8.9 3-15 Keshet, 2019
7.5 2-14 Park, 2017
2 21-29 m Welborn, 2017
11.9 5.8-14.6 Kadhim, 2017
11.7 4.3-16.5 Shin, 2018
11 3-15 Eltayeby, 2019
11.8 8.2-14-4 Vinkeldeformiteter i ben Park, 2018
11.5 8-15 Martinez, 2019
1038 m 5 7m-14,2 m Vaishya, 2018
11.35 uk Danino, 2018
12 6-20 Stiel, 2018
437 m Ukendt Morin, 2018
12 7-16 Zajonz, 2017
12 Ukendt Bayhan, 2017
13.4 Ukendt Borbas, 2019
13 Ukendt Stewart, 2013
12.5 Ukendt Gaumétou, 2016
9.4 6.1-13.6 Crenshaw, 2018
12.6 7-16 Pendleton, 2013
- Benlaengdeforskelle
11 NA (2 tilfeelde, Lauge-Pedersen
samme alder)
12.8 10-16 Siedhoff
10 NA (1 Kievit, 2013
enkelttilfeelde)
Ukendt Paediatrisk Jochymek, 2015
12.4 10.6-13.6 Begge Joeris, 2017
10.8 3.7-10.8 Sinha, 2018

Gennemsnitsalderen for alle behandlede patienter varierer fra 2 til 13,4 ar, hvilket bekraefter, at alle
relevante udvalgte artikler henviser til den tilsigtede population, nemlig bgrn i voksealderen.
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Resultaterne af denne evaluering er positive. GGPS korrigerer vinkeldeformiteter i rérknogler hos bgrn.

To vejledende punkter kan bestemme dets succes: barnets alder og retningen af den deformitet, der skal
rettes. En fordel ved GGPS sammenlignet med alternative behandlinger er, at den er reversibel.

Den korrektion, som GGPS kan opn3, er undertiden lavere end den, der opnas ved andre alternative
metoder. Dette skyldes, at denne tilgang ikke skader vaeksten. Den forsinker den kun. Det kan ogsa fjernes,
og normal vaekst genoptages. Dette ggr det muligt for laegen at aendre behandlingen efter behov. Det er
ogsa den mindst invasive kirurgiske tilgang. Andre mere invasive tilgange kan overvejes, hvis denne fejler.
Evalueringen identificerede ogsa typen og hyppigheden af bivirkninger. Disse er i trad med allerede kendte
begivenheder. Ingen nye begivenheder eller frekvenser er opstaet. Alle mulige bivirkninger er korrekt
dokumenteret i brugsanvisningen til enheden.

RISK-BENEFIT-VURDERING

Patientgruppen, der er egnet til hemiepiphysiodese, er bgrn i voksealderen, der kraever vinkelkorrektion af
en rgrknogle i benet. Det er vigtigt, at barnet og foraeldrene er tilstraekkeligt engagerede til at vende tilbage
til opfelgning pa det rigtige tidspunkt for at undga overkorrektion. De fleste patienter, der gennemgar
hemiepiphysiodese, g@r det pa grund af en unormal vinkling af knaeleddet.

Gradvis korrektion af vinkling med GGPS kan kun opnas med aktiv vaekst, sa proceduren opnar hgjst
sandsynligt ikke det gnskede resultat, hvis den udfgres for sent. Hos disse patienter er det ngdvendigt med
vinkelkorrektion med osteotomi. Osteotomi kan vaere delvis eller komplet, og fiksering kan veere med
intern eller ekstern fiksering. Fordelen er gjeblikkelig korrektion, men risikoen for infektion eller manglende
heling er stgrre end ved gradvis korrektion med styret vaekst.

GGPS anvendes ambulant, og patienten kan genoptage normal aktivitet ganske tidligt. Dette er helt
anderledes end at fa en osteotomi, som kraever 1 eller 2 naetter pa hospitalet og begraensede aktiviteter og
vaegtbelastning i nogle dage eller uger derefter. Komplikationerne ved fejlstilling eller manglende heling
forekommer og er meget mere alvorlige end komplikationerne ved en ottetalsskinne. De fleste patienter,
der har en ottetalsskinne, bemaerker darligt nok, at de har den, og kan udfgre alle deres normale
aktiviteter.

Dette er en meget mindre procedure. En lille metalskinne placeres pa overfladen af knoglen meget preecist,
sa den sidder pa tveers af kanten af vaekstpladen, som er til stede naer enderne af alle rgrknogler og styrer
vaeksten i leengden. Den holdes pa plads med en skrue pa hver side af vaekstpladen. Skinnen fungerer som
en bremse pa vaeksthastigheden af knoglen pa den side, hvor den er placeret. Den modsatte side fortseetter
med at vokse normalt. Mens dette sker, fortsaetter knoglen med at fungere normalt, og patienten kan ogsa
fortsaette som normalt med alle aktiviteter. Korrektion af vinklen sker langsomt over en periode pa 9 til 18
maneder. Risikoen for komplikationer er lav sammenlignet med dem, der opstar med alternative
behandlinger, og de fleste vil vaere mindre. Fordelene ved proceduren er store, idet en unormal vinkel i en
eller flere knogler kan korrigeres langsomt, mens patienten fortsaetter med at leve sit liv som normalt.
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Alternative procedurer for at opna vinkelkorrektion har tendens til at vaere stgrre, ligesom de mulige
komplikationer har.

Denne procedure kan udfgres i alle aldre, sa laenge vaekstpladerne stadig er abne. Skinnen skal fijernes i
slutningen af behandlingen, nar vinkelkorrektionen er opnaet, og knoglen vil derefter fortseette med at
vokse normalt.

Konklusionen i alle de kliniske artikler, der har fulgt patienter med denne behandling, er, at midlertidig
hemiepiphysiodese udnytter den fysiologiske fysealvaekst til effektiv behandling af vinkeldeformiteter med
lave komplikationsrater. Den er blevet en anbefalet fgrste behandlingslinje i forskellige tilfeelde far
osteotomi.

Det er meget vigtigt, at kirurgen og patienten er enige om en tidsplan for opfglgning, sa den gradvise
korrektion af den unormale vinkel kan fglges, og skinnen kan fjernes pa det rigtige tidspunkt, nar malet
med korrektionen er naet.

Alt i alt er fordelene ved GGPS store. Det anvendes med mindre operation og med lav risiko for
komplikationer.

OVERVAGNING EFTER MARKEDSF@RING

Orthofix Srl. har indfgrt flere aktiviteter for at overvage GGPS's sikkerhed og kliniske ydelse. Disse
aktiviteter sigter mod at beskytte patientens helbred og er beskrevet i et separat dokument kaldet "Klinisk
opfglgningsplan efter markedsfgringen".

Specifikt vil Orthofix indsamle data om den faktiske kliniske anvendelse af GGPSP'en fra kirurger, der har
brugt produktet til at behandle deformiteter og forskelle i benlaengde. Omfanget af dataindsamlingen vil
veere at evaluere antallet af problemer (komplikationer), patienter er stgdt pa under deres behandling,
samt den procentdel af patienter, der har ndet malet for deres behandling. De data, der indsamles pa
denne made, sammenlignes med de data om GGPS'et, der er offentliggjort i videnskabelige tidsskrifter.
Data om 70 patienter, der er blevet behandlet pa europeeiske hospitaler, indsamles til dette formal.
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6. MULIGE TERAPEUTISKE ALTERNATIVER

Hvis du vil vide mere om alternative behandlinger, skal du kontakte din laege. Han eller hun kan tage hgjde
for din personlige situation eller dit barns situation.

Korrektion af deformiteter i ekstremiteterne kan ogsa udfgres ved hjalp af en af fglgende procedurer:

- En minimalt invasiv hemiepiphysiodese eller epiphysiodese ved hjzlp af forskellige metoder
sammenlignet med GGPS'et. Andre enheder kan i sidste ende stoppe vokseevnen hos
rerknoglerne ved at beskadige epifyseskiven.

- En mere invasiv procedure kaldet "osteotomi". At korrigere en deformitet pa denne made er en
betydelig kirurgisk procedure. Det indebaerer at skaere i den forkert justerede knogle og justere
knoglen. Klinikeren fastggr den justerede knogle pa dens plads. For at ggre dette kan han eller
hun bruge stifter eller en skinne- og skruekombination efterfulgt af en gipsbandage. Undertiden
kan klinikeren bruge en ekstern ramme. Denne form for operation kan indebaere risici. Og barnet
skal blive pa hospitalet i et stykke tid. Forsinket gang (veegtbelastning) er almindelig.
Efter helbredelsesperioden kan barnet have brug for fysioterapi. | mange tilfeelde kan flere
osteotomioperationer vaere ngdvendige.

Ifglge den nuveerende viden bgr den gradvise korrektion af vinkel (hemiepiphysiodesis eller epiphysiodesis)
vaere det fgrste trin i en trinvis kirurgisk tilgang til vinklede deformiteter eller deformiteter i leengden pa
ekstremiteter. De udggr et mindre invasivt alternativ til korrigerende osteotomier. De er forbundet med
mindre smerte, kortere immobilisering, nedsatte omkostninger og mindre kirurgisk risiko. Osteotomier
indebaerer kirurgisk overskaering af knoglen for at korrigere deformiteten. Midlertidig styret vaekst er ogsa et
alternativ til permanent vaekststop.

7. FORSLAG TIL PROFIL OG UDDANNELSE FOR BRUGERE

Kun kvalificeret sundhedspersonale og registrerede brugere, kan bruge GGPS'et. Hertil har de brug for en
omfattende og dyb viden om den padiatriske anatomi og skal have erfaring med ortopaediske og kirurgiske
procedurer, i begge tilfeelde specifikt til paediatriske patienter.
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ZUSAMMENFASSUNG ZUR SICHERHEIT UND K