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INSTRUCTIONS FOR USE

For medical device:

Synthetic Bone Substitute ImproBone: ImproBone BCP, ImproBone TCP
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.. Device ldentification

LI. Device Name

Synthetic Bone Substitute ImproBone: ImproBone BCP, ImproBone TCP

1.2. Common Name

Synthetic Bone Substitute

1.3. Device Classification

Class lll, according to Directive 93/42/EEC, Annex IX, Rule 8

1.4. Device Designs

ImproBone is available in granules (Figure 1).

Figure 1 - Granules.

1.5. Device References

The references that are intended to be commercialized under the trade name of ImproBone are indicated on
Table 1L

Table 1- ImproBone references.

Reference Size Quantity* Packaging System
ImproBone BCP
IBB0O10505G 0A-0,5 mm ) Vial +Pouch
0,5 gx Llunit .
IBB050105G 05-1 mm Vial +Pouch
IBBO10505P 0,1-0,5 mm ) Vial +Pouch
0,5gx 5 unit i
IBB050105P 0,5- 1mm Vial +Pouch
IBB010510G 0,1- 0,5 mm Vial +Pouch
IBB050110G 05-1 mm 1gx Lunit Vial +Pouch
1BB010210G 1-2 mm Vial+ Pouch
IBBO10510P 0,1-0,5 mm Vial+ Pouch
IBBO50110P 0,5- 1mm 1gx 5 unit Vial 4 Pouch
IBB010210P 1-2 mm Vial 4 Pouch
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ImproBone TCP

IBT010505G 0,1-0,5 mm . Vial +Pouch
0,5gx1unit i

IBT050105G 0,5-1 mm Vial +Pouch

IBTO10505P 0,1- 0,5mm . Vial +Pouch
0,5gx 5 unit

IBTO50105P 0,5- 1mm Vial +Pouch

IBT010510G 0,1- 0,5mm Vial +Pouch

IBTO50110G 0,5-1 mm Ig x 1unit Vial +Pouch

IBT010210G 1-2 mm Vial +Pouch

IBTO10510P 0,1-0,5 mm Vial +Pouch

IBTO50110P 0,5-1 mm 1gx 5unit Vial + Pouch

IBT010210P 1-2 mm Vial + Pouch

*Quantity - mass of substance in vial (g) X quantity of vials in a package.

2. Manufacturer Details

Medbone - Medical Devices Ltd
Centro Empresarial Lusworld I, Rua Pe de Mouro, n526, 2710-335 Sintra, Portugal

Tel: (+351) 210 938 956; Fax: (+351) 211 946 681; Website: www.medbone.eu

3. Device Description

Indications for use: filling of bone voids or defects of the skeletal system that are not intrinsic to the stability of
the bony structure.

Purpose and scope: porous synthetic ceramics intended for filling of bone voids or defects of the skeletal
system that are not intrinsic to the stability of the bony structure.

Undesirable effects: undesirable side effects are not revealed.

Contraindications: The same as for bone grafts in general: acute or chronic infections at the surgical site,
metabolic affections as well as the bone sites which can cause the passage of ceramic particles into articular
cavities or meningeal gaps; or when the stabilization of the defect is not possible.

Sterility: The product is sterilized in its double wrapping by gamma radiation at the minimum dose of 25 kGy.
The sterility Is only guaranteed if packaging is undamaged. DO NOT RESTERILISE. Single use only.

Operating conditions

Item Range
Temperature in "C +1-+30
Humidity In% (non-condensing) <70
Air Pressure in kPa 60 -106

Transportation: The products are transported by all modes of transport in covered vehicles with protection
against atmospheric precipitation, Inaccordance with the rules of transport operating on transport of this type,
at temperatures from 1to 405C £25C and humidity of 40-80% +2% The product should not be exposed to long-
term exposure to heat sources, direct sunlight and ionizing radiation during transport.
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torage conditions: The products must be stored at temperatures between 20 to 40™C £5~Cand humidity of
0-80% +5%

Jtilization: The product must not be used after expiration date and must be disposed of (no special disposal is
lecessary).

M. ImproBone BCP is a synthetic macroporous ceramic, containing hydroxyapatite and beta tricalcium
phosphate, that does not incorporate a medicinal substance, nor tissues or blood products. The porous
synthetic ceramic, containing beta tricalcium phosphate has been widely studied in the market and is not new.
ImproBone BCP is a sterile, single use, product that is gamma ray radiated using 25kGy. The macroporous
ceramic allows an excellent osteointegration, as well as a total vascularization of the implant due to the
interconnected porosity. ImproBone BCP is designed for the filling of bone voids or defects of the skeletal
system, replacing the bone structure gap. Due to the interconnected porosity of ImproBone BCP, the implant
can be total vascularized which allows an excellent osteointegration. New bone formation will occur and
slowly replace the porosity of the Implant, and the implant Itself.

3.2. ImproBone TCP is a synthetic macroporous ceramic, containing beta tricalcium phosphate, that does not
incorporate a medicinal substance, nor tissues or blood products. The porous synthetic ceramic, containing
beta tricalcium phosphate has been widely studied in the market and is not new. ImproBone TCP is a sterile,
single use, product that is gamma ray radiated using 25kGy. The macroporous ceramic allows an excellent
osteointegration, as well as a total vascularization of the implant due to the interconnected porosity.
ImproBone TCP is designed for the filling of bone voids or defects of the skeletal system, replacing the bone
structure gap. Due to the interconnected porosity of ImproBone TCP, the implant can be total vascularized
which allows an excellent osteointegration. New bone formation will occur and slowly replace the porosity of

the Implant, and the Implant Itself.

4. intended Use

ImproBone is a porous synthetic ceramic, designed for the filling of bone voids or defects of the skeletal
system that are not intrinsic to the stability of the bony structure.

5. Mechanism of Action

According to the size and geometry of the bone defect, the surgeon establishes the appropriate dosage form
to be applied. Before implantation, ImproBone should be impregnated with patient's blood or autologous bone
marrow, in o rder to introduce blood cells, growth factors and, in the case of bone marrow, osteoprogenitor
cells into the graft. After the impregnation step, the device should be immediately placed into the bone
defect. In contact with cancellous tissue. The bone surface must be freshened and slightly bleeding to ensure
an appropriate supply of blood cells and growth factors to the entire graft material. The filling of the bone
defect must be completed with a slight Impaction and the wound closure must be complete and airtight.
The combination of ImproBone with any medical substance during implantation is carried out under the
surgeon's responsibility. The steps necessary for the application of the devices are illustrated in Figure 2.
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Houre 2 - ImproBone application steps (1to 3) Impregnate the implant with patient's blood or autologous bone marrow; (4)
InproBone and should be put in contact with cancellous tissue; the bone surface must be freshened and slightly
bleeding; (5) the filling must be complete with slight impaction; (6) the wound closure must be complete and airtight.

6. Precautions

As with any surgical procedure, care should be exercised in treating individuals with preexisting conditions
that may affect the success of the surgical procedure. This includes Individuals with bleeding disorders of any
etiology, long-term steroidal therapy, Immunosuppressive therapy, or high dosage radiation therapy.

Avoid overfilling the bone defect site or attempt to pressurize the treatment site.
ImproBone should not be used at Infected sites.

ImproBone Is not intended for load-bearing uses. It is important to ensure that the area where the ImproBone
have been implanted be properly secured mechanically with rigid fixations to strengthen the surroundings.

Attempts should not be made to modify the size of the granules or to change their shape.

ImproBone must be properly secured to prevent potential migration and should only be use In surgical
procedures where bone grafts substitutes are adequately contained.

7. Composition

7.1. ImproBone BCP consists of 75% of hydroxyapatite and 25% of (3-TCP and comply with 1SO 13779-1:2008 -
Implants for surgery - Hydroxyapatite - Part 1: Ceramic hydroxyapatite.

Table 2 - ImproBone BCP composition.

Compound Shonyms Formula CAS Number Supplier
Beta-Tricalcium Phosphate  Tricalcium diphosphate p-Ca3(P04)2 7758-87-4 Himed
Hydroxyapatite Calcium hydroxyphosphate ~ Cas(P04)3(0H)  12167-74-7 Himed
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7.2. ImproBone TCP consists of a pure phase beta tricalcium phosphate with a crystalline phase of 100% and
comply with the ASTM F1088 - 04a(2010) - Standard Specification for Beta-Tricalcium Phosphate for Surgical

Implantation.
Table 3 - ImproBone TCP composition.
Compound Synonyms Formula CAS Number  Supplier
Beta-Tricalcium Phosphate  Tricalcium diphosphate ~ p-Ca3(P04)2  7758-87-4 Plasma Biotal Ltd.

8. Technical Characteristics

Thetechnical characteristics of each reference of ImproBone are presented on Table 4.

Table 4 - Dimensions and weight.

Description Dimensions Wein
Granules: 1.0- 2.0 mm Granules selected through sieving method -1.0 mm Sieve NA
Granules; 0.5-1.0 mm Granules selected through sieving method -0.5 mm Sieve NA
Granules: 0.1 - 0.5 mm Granules selected through sieving method -0.106 mm Sieve NA

9. Sterilization Method

ImproBone TCP is sterilized by gamma radiation at Synergy Health, now part of STERIS, at the Reading Facility site
(Marcus Close Reading Berkshire RG30 4EA United Kingdom). The Synergy Health firm is certified by the means
of the system I1SO 9001 / EN ISO 13485 by the BSI certifying body firm and is a registered FDA facility nS
3002807310.

9.1 Description of the Sterilization Method

e After the production and packaging stages, the boxes of ImproBone are placed in a sterilization carton,
designed to fit the aluminum sterilization tote at Synergy Health.

e Each sterilization carton can fit 192 units of products that are packed with the following requirements:
Products boxes are packed with the lateral side label with the barcode facing up;
Product boxes are packed in layers of 8 rows of 6 boxes (48 product boxes per layer);
Each sterilization carton can fit 4 layers of products.

e After filled, the sterilization containers are sealed and sent to Synergy Health facilities in Reading, United
Kingdom.

e After arrival at Synergy Health facilities, the sterilization containers are unloaded off the truck into the
processing facility and loaded in the stablished sterilization tote.
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Dosimeters are then placed, and the product Is exposed to the radiation field.

Monitoring dosimeters are analyzed while product is quarantined.

USterilization Validation

fresterilization method was validated according to EN 1SO 11137-1:2006 "Sterilization of health care products

-Radiation - Part 1: Requirements for development, validation and routine control of a sterilization process
ter medical devices", EN 1SO 11137-2:2013 "Sterilization of health care products - Radiation -Part 2
establishing the sterilization dose, EN 1SO 11737-1:2006 "Sterilization of medical devices - Microbiological
methods - Part 1: Determination of a population of microorganisms on products" and EN 1SO 11737-2:2009
«Sterilization of medical devices - Microbiological methods - Part 2: Tests of sterility performed In the
definition, validation and maintenance of a sterilization process".

Tre validation of the sterilization method included: maximum dose compatibility test, VDmax method and

dose mapping.

9.21Maximum Dose Compatibility

Maximum dose compatibility was performed in order to determine the maximum dose for routine
sterilization. For this purpose, samples were sterilized at a dose of 25kGy, 35kGy, 40 kGy and SOKGy. After
sterilization, samples were randomly selected and analyzed in terms of porosity, biocompatibility, phase purity

ad presence of trace elements.

Nodifferences were found in the sterilization of samples at 25kGy, 35kGy, 40 kGy and SOkGy. Based on these
resuits, dose specification was defined between 25kGy and 40 kGy.

9.22.VDmax Method
VDmax method was performed to justify the use of 25kGy as a sterilization dose on on the pouch package.

VDmex method was performed by the company Microbiological Validation Services (MVS) Limited, UK. The
MVS Limited firm is certified by the means of the system 1SO 9001 / EN 1SO 13485 by the SGS certifying body

fim

Asummary of the results of the VDmax performed on the pouch is presented on Table 5.

The results of the VDmax performed on pouch demonstrated that the use of 25kGy as a sterilization dose is
substantiated to give a Sterility Assurance Level of IO'®

Table 5- VDmax method - Pouch.

Product Bioburden The average bioburden was determined as 19 efu per product.
Verification Dose The product was exposed to the dose required. Acceptance criteria were met.
Sterility Test Microbial growth was detected in O samples.

Determination of Sterilization Dose  Acceptance criteria were met. The confirmatory experiment was not required.
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i23. Dose Mapping

lcse Mapping outlines the distribution of adsorbed dose across the products within the agreed processing
jjecification (minimum dose - 25k6y and maximum dose - 40kGy) using Co60 Gamma Irradiation.

lose mapping was conducted by Synergy Health, the company responsible for the routine sterilization process,
liece the routine sterilization process is performed with mixed-up references, dose mapping was performed on
lieextreme cases, using a minimum container weight and maximum container weight.

«suts of both sterilization containers indicate that the delivered dose achieves the requested dose
Specification of 25 kGy minimum dose and 40 kGy maximum dose. In order to meet th|S specificatmn uring
routine processing the recorded dose at Reference Dose must be between 26.2 kGy and 37.0 kGy in the ca

Le minimum weight sterilization carton and between 29.0 kGy and 37.7 kGy in the

«eight sterilization carton. Based on these results Reference Dose was established between 26.2 kGy and 37.7

10 Shelf-Life

jinproBone presents a 5-year shelf-life according to the Package Validation. Real-Time Package and Stability

outcomes support the validated shelf-life.

11. Biocompatibility

Biocompatibility was evaluated according to ISO 10993-1, "Biological evaluation of medical devices- Part 1:
Evaluation and testing within a risk management process”. Biocompatibility testing was

France. NAMSA is certified to 1SO 13485:2003 and ISO 9001:2008 and is accredited to ISO 17025.2005" All
tests were performed according to the requirements defined in 21 CFR 58, 820 (US. oo an rug
Administration, Good Laboratory Practices and Quality System regulations).

The following biocompatibility tests (Table 6) have been completed and the results support the

biocompatibility and safety of the devices.

Table 6 - Biocompatibility testing resullts.

BIOCOMPATIBILITY TCPRESULTS ~ BCPRESULTS
Cytotoxicity PASS PASS
Intracutaneous Irritation Test PASS PASS
Maximization Sensitization Test PASS PASS
Pyrogen Test PASS PASS
Acute Systemic Toxicity PASS PASS
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LPrimary Container Closer System

K primary packaging of ImproBone granules is constituted by the vial. ImproBone primary packaging
ptens were selected based on the convenience of the opening method for the user and based on the
Jiantity/dimensions of the product that was intended to place inside. The possible interactions between
te primary container and the product was confirmed during research and development through the
~tkaging validation and monitored/confirmed in real-time through the real-time package ageing
MNdation and real-time stability, as already presented on points 13 and 14, respectively, of this
docurrert.

roduct alteration was found in the course of these analysis. This outcome indicates that the
ﬁvy containers selected do not cause any effect on the product.

b. List of International Standards

Standard / Guideline No.
93/42/EEC (MOD)

EN IS0 13485:2012
EN 1SO 14971:2012

Standard / Guideline name and description

Council directive concerning medical device

Medical devices - Quality management systems Requirements for
regulatory purposes

Application of Risk Management to Medical Devices

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

Packaging for terminally sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly process

Clinical Investigation of medical devices for human subjects - Part L
General requirements

Sterilization of healthcare products - Radiation - Part 1: Requirements
for development, validation and routine control of sterilization process
for medical devices

Sterilization of healthcare products - Radiation - Part 2; Establishing
the sterilization dose

Biological Evaluation of medical devices - Part 1. Evaluation and
testing within a risk management system process

Biological Evaluation of medical devices - Part 5 Tests for in-vitro
cytotoxicity

Biological evaluation of medical devices - Part 18: Chemical
characterization of materials

Sterilization of medical devices - Microbiological methods - Part
1. Determination of a population of microorganisms on products
Sterilization of medical devices - Microbiological methods - Part 2: Tests

EN ISO 11607-1: 2009

EN 1S0 11607-2: 2006

EN 1SO 14155:2011

EN 1SO 11137-1:2006

EN 1S0 11137-2:2013

EN 1SO 10993-1:2009

EN 1S0 10993-5:2009

EN 1SO 10993-18:2005

EN 1S0 11737-1:2006

EN ISO 11737-2:2009

EN ISO 14630:2009
EN 1041:2008

EN 556-1:2001

EN 1S0 9001:2008
EN 1SO 10993-19:2006
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of sterility performed in the definition, validation and maintenance of a
sterilization process

Non-active surgical implants - General requirements

Information supplied by the manufacturer of medical devices

Sterilization of Medical Devices - Requirements for the Medical Devices
to be designated "Sterile” - Part 1: Requirements for terminally sterilized
medical devices

Quality management systems - Requirements

Biological evaluation of medical devices - Part 19: Physio-chemical,
morphological and topographical characterization of materials
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) Cleanrooms and associated controlled environments -Part 1
EN 150 14644-1:1999 Classification of air cleanliness
Cleanrooms and associated controlled environments - Part 3: Test
EN 1SO 14644-3:2005 methods
) Medical device labels, labeling and information to be supplied - Part
150 15223-1:2012 1: General Requirements
Standard Specification for Beta-Tricalcium Phosphate for Surgical
ASTM F1088 / 04a implantation

1SO 13779-1:2008 Implants for surgery - Hydroxyapatite - Part 1: Ceramic hydroxyapatite

IDescription of Packaging and Labeling

Il Packaging

iiproBone is Individually packaged in glass vials (Figure 3).

Figures-Glass Vial.

Thevials are inserted Inside a pouch (Figure 4) which constitutes the sterile barrier.

Figure 4 - Vial pouch.

Trepouches are labeled, with labels that identify the reference, lot number, quantity, expiry date, etc.
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rterilization indicator is placed in each pouch to indicate if the product inside is sterile. The sterilization
icator is a round label with 10 mm of diameter. Before gamma irradiation this label is yellow and turns red

er sterilization (Figure 5).

Figure 5- Final box with the sterilization indicator.

Trepouches and blisters are contained in a box, with the patient labels and the instructions for use. Each box is
labeled on the outside with a label identifying the reference, lot number, quantity, expiry date, etc. and with a

i sterilization indicator.

Treoutside packaging of Improbone BCP and tmprobone TCP are showed in the Figures below.

Figure 6 - ImproBone BCP Box (opened).
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142 Labeling
«epresentative labels of Improbone TCP and BCP are presented below. The label configuration in the pouch,

blister, patient and box is the same.

Granules: 0.1-0.5 mm
Rer IBBO10505G

00000

Ps%1 000000
IQTY IO% Manufacture Date: 0000-00-00
Q2 Expiration Date: 0000-00-00

Figure 8 - ImproBone BCP (example only).
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Granules; 0.1-0,5 mm
REF IBTO10505G

I
LoT 00000 Q!
fswl 000000
QTYlO-Sg Manufi~ture Date: 0000-00-00

Ver.02 Expiration Date: 0000-00-00

Figure 9 - ImproBone TCP (example only).

IU Instructions for Use

Desaiption; ImproBone»BCP is a synthetic ceramic, containing calcium phosphate, designed for the
fiiiing of bone defects. The ceramic consists of a mixture of two types of calcium phosphate, tricalcium
phosphate and hydroxyapatite.
Composition: Biphasic Porous Ceramic 75 % hydroxyapatite (+/- 5 %) Cal0(PO4}6(OH)2 and 25 % tricatcium
phosphate (+/-5 %) Ca3(PCW)2
Presentation/Storage: The calcium phosphate ceramic is manufacture in the form of blocks, granules, crunch,
cylinders and wedges. Store at room temperature.
Properties - Effects: The calcium phosphate ceramics are rapidly osseointegrated due to their chemical
composition which is similar to the mineral phase of the human bone, and due to the interconnected porosity
allowing a total vascularization of the Implant. Since the tricaldum phosphate is more soluble than the
hydroxyapatite, this biphasic composition enhances the ceramic resorption, allowing an optimal resorption rate
compatible with the physiology of the bone cells.
Applications: The calcium phosphate ceramics are designed for the filling of bone voids or defects of the
skeletal system that are not intrinsic to the stability of the bony structure.
Warning: The calcium phosphate ceramics cannot be subjected to any mechanical loading.
Indication for Implantation:
1. ImproBone*BCP can be used in the form of blocks, granules, crunch, cylinders or wedges.
2. ImproBone*BCP in the form of granules helps to fill empty irregular spaces.
3. Impregnate the implantwith patient's blood or autologous bone marrow.
4. ImproBone*BCP should be put in contact with cancellous tissue. The bone surface must be freshened and
slightly bleeding.
5. The filling must be complete with slight impaction.
6. The wound closure must be complete and airtight.
7. The combination of ImproBone*BCPwIth any medical substance during implantation is carried out under the
Surgeon’s responsibility,
Undesirable Effects: No undesirable secondary effects have been recorded.
Contraindications: The same as for bone grafts in general: acute or chronic infections at the surgical site,
metabolic affections as well as the bone sites which can cause the passage of ceramic particles into articular
cavities or meningeal gaps; orwhen the stabilization of the defect is not possible.
Sterility: The product is sterilized in its double wraping by gamma radiation at the minimum dose of 25 kGy,
The sterility isonly guaranteed if packaging Is undamaged. DO NOTRESTERIUSE. Single use only.
Advantages: No immunological risk; No risk of infection; Radiopaque; Avoids painful removal of autologous
graft; Shorter operating time.
Waste Disposal: improbone is environment-friendly. No special disposal is necessary. Packaging material is
recyclable.
Transportation: The products are transported by ail modes of transport in covered vehicles with protection
against atmospheric precipitation, in accordance with the rules of transport operating on transport of this type,
at temperatures from 1to40ec+ 22Cand humidity of 40-80% + 2%. The product should not be exposed to long-
term exposure to heat sources, direct sunlight and ionizing radiation during transport.
Storage conditions: The products must be stored at temperatures between 20 to 40«C + 5»C and humidity of
40-80% +5%.

Authorized Representativeon the territory of Russian Federation is Limited Liability Company “Implant Guru"
(liC "implant Guru"), legal address: Russia, 105062, Moscow. Pokrovka street, bid .43, str. 2. Tel: 8(495)
627-637-0, E-mail: inforimplantshop.ru

Figure 13- English wording of ImproBone BCP IFU.
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Description: ImproBone»TCP is a synthetic ceramic, containing 99.9% tncalcium phosphate (beta-
(EnJ TCP), designed for the filling of bone voids or defects.

Composition: Porous Ceramic 99,9% tncalcium phosphate - Ca3(P04)2

Presentation /Storage: The calcium phosphate ceramic is manufacture in the form of blocks, granules
crunch, cylinders and wedges. Store at room temoerature

Properties - Effects: The macroporosity of ImproBone“TCP allows an excellent osteointegration. asweN”
r«r-Llar,za,ion ofthe Imp,an, due to the mtenxtnnected potosity. -P;°Bonelfl

,» highly bioac-
tive and undergoes total or partial resorption

. Itisreplaced by bone during healing process.

Application,: The celcum phosphate ceramics are designed for the filling of bone voids or defectsof,he
Skeletal system that are not intrinsic to the stability of the bony structure.
Warning: The calcium phosphate ceramics cannot be subjected to any mechanical loading.

indication for implantation:
1 improBonenCP can be used in the form of blocks or granules, cyllnders and wedges.
2 ImproBonenCP inthe form of granules helps to fill empty irregular spaces.

3 impregnate the implant with patient’s blood or autologous bone marrow,

frochened
;; impnreone-TCP should he pu,

In contact with cancellous tissue. The bone surface nrus, be freshened
and slightly bleeding.

5. The filling must be complete with slight impaction.
A Tbe uuniinH rinsure must be complete and airtight
7 ~ e combination of ImproBone*TCP with any medical substance during implantation is came

under the Sui“eon s responsibility.
Undesirable Effects; No undesirable secondary effects have been recorded.

ContiairKHcatkms; The same as for bone grafts in general: acute or chronic infections at the surgical site,

metabolic affections as well asthe bone sites which can cause the passage of ceramic particles into articu-
lar cavities or meningeal gaps: or when the stabilization ofthe defect is not possible.

Sterility; The product is sterilized in its double wraping by gamma radiation at the minimum dose of 25
kGv.

The sterility is only guaranteed if packaging is undamaged. DO NOT RESTERIUSE. Single use only.
Advantages: No immunological risk; No risk of infection; Radiopaque

Avoids painful removal of autoic”ous graft; Shorteroperatingtime

1
Waste Disposal;

Improbone isenvironment-friendly. No special disposal is necessary. Packaging material

TriI"*HoniThe productsare transported by all modes of transport In covered vehicleswith

against atmospheric precipitation, in accordance with the rules of transportoperating on transport of this

type attemperatures from 1to40.~C 12/C and humidity 0f40-80% 1 2%. The product should not be
exposed to long-term exposure to heat sources, direct sunlight and ionizing radiation during transport.
StLge conditions: The products must be stored attemperatures between 20 t0409C + sec and humidity
of 40-80% +5%.

Authorized Representative on the territory of Russian Federation is Umited Company

Guru- (ac “implant Guru"), legal address; Russia, 105062, Moscow. Pokrovka street, bid .43, str. 2.Tel.
8(495) 627-637-0, E-mail: Infoff>Implantshop.ru.

Figure 14- English wording of ImproBone TCP IFU.
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Technical Documentation for Registration Purposes improDon«. ....h-
BCP, improBoneTCP

IMedbone' instructions for Use
ic~.ipri hv: QR IDate: 02/07/19 |Version: C |Page 15de™
~MSymbols
Symbol Description

E E I Reference

Lot number
[ " 1
Quantity
Isnl Serial Number
Ver. Version of document
C € 0120 CE Mark
C ® See Instructions for use
Do not reuse
Do not use ifthe product sterilization barrier or its packaging is
comoromised
[sterite|r| Sterilized using irradiation
Manufacturer
Caution: Federal (U.S.A.) law restricts this device to sale by or on the
N\ .. .
I Only order of a physician or dentist
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Technical Documentation for Registration Purposes ImproBone; ImproBone
BCP, ImproBoneTCP

Medbone’ Instructions for Use
Issued by: QR Date: 02/07/19 |Version: C Page 16 de 16
1J. Guarantees of Manufacturer a

ImproBone is solely an aid to bone grafting. Successful results may not be achieved in every surgical case.
Reoperation to remove or replace an implant may be required due to specific medical conditions or device
failure.

Content of package is STERILE unless opened or damaged. Read expiration date before use. Do not use if
expiration date has been exceeded. Do not use if the package is damaged.

ImproBone is opaque to x-rays and may mask areas under or above the implant on a radiograph.
Each dose of ImproBone is designed to be use in one patient only. Do NOT re-use or re-sterilize.
The effect of ImproBone on patients with the following conditions is unknow:

Documented renal disease

Metabolic bone disease

Pregnancy or nursing
- Radiation bone therapy

Long-term infection

Cardiovascular disease precluding elective surgery

Pregnant, lactating women

Pediatric patients

The effect of mixing ImproBone with any other substance other than saline solution, autologous blood, bone
or bone marrow aspirate is not known.

Do NOT use strong mechanical forces applied when inserting the cylinders or blocks. Do NOT overfill or
attempt to pressurize the bony defect site, a this may lead to extrusion of the product beyond the site of its
intended application and damage to the surrounding tissues, or may lead to fat embolization or embolization
of the device in the bloodstream.

M edbooe*

SIOMAT6R,ALS
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MepeBo/ C NOPTYrasbCKOro A3blka Ha PYCCKUIA S3bIK

HoTtapunanbHas koHTopa r. Osipalu
N3abenb bappeto

MoaTeep)KaeHne NoA/MHHOCTM NOANUCK

A, Cunbeua Ceunkcac 3CTyneHo, NOATBEPXKAAID, UTO HA NMPeACTOALEM AOKYMeHTe
6bl/1a noctaBneHa noagnuck Knayaum MapuHel Coyto PaHUTO JIoypeHco, IMYHOCTb
yCTaHOB/IeHa Npu NpeabsABAeHUN NAEHTUPUKALNOHHOK KapTbl rpaxkaaHnHa Ne
12070018 2 ZY1, penctButensHon ao 13.05.2019, BbigaHHOW B Pecnybnuke
MopTyranus, 4eNCTBYIOLWEN B KAYeCTBE PYKOBOAMTENSA, YNONHOMOYEHHOIO Ha
npeacraesneHne komnaHnm «MED BONE - MEDICAL DEVICES, UNIPESSOAL, LDA»,
NOATBEPXKAEHO CEerofHsa Ha OCHOBaHWM AEMCTBYHOLLETO cepTMdMnKara Ha caite
www.portaldaempresa.pt, kog goctyna 5402-7502-6305, KOTOpbIin 6bI1 NpefocTaBneH
MHe.

. Oanpaw, 3 utona 2019 r.

CoTpyaHuk (20003/1)

Pa3pellueHne Ha HoTapuanbHy AesTeNbHOCTb BblAaHO HOTapuycy M3abenb Mapus
Nones e Kamnoc bappeTto, B COOTBETCTBUN C MYHKTOM 1 cTaTbn 8 HoTapuaibHOro
YcTaBa, 4Yto ony6amkoBaHO B peecTpe oT 23 gekabpsa 2018 roga Ha cainte
www.notarios.pt.

/Moanuce/
YueTHasa 3anuck PB -2663/2019

3aBepeHo
/Moanuce/

TucHeHHasa nevatb, HoTtapuyc M3abenb Mapus Jlonec ge Kamnoc bappeTto

(310 NoATBEPXKAEHME NOANNCU HE PAcNpPOCTPAHSETCs Ha COoAepXKaHue JOKYMeHTa)
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MepeBoj C aHI/IMIACKOrO A3blKa Ha PYCCKUI SA3blK

TexHuyeckas JoKyMeHTaumsa ons peructpaumm ImproBone: ImproBone BCP,

Medbone / ImproBone TCP
Men6oH NHCTpYKLMA MO NpUMEHEHWIO
BblgaHo: QR [Jara: 02.07.2019 Bepcusa: C Ctp. 1m3 16
YTBEPX/AKO
PykosoguTesnb

Medbone-Medical Devices, Lda (Meg6oH-
Megawnkan [Jeavicuc, J10a)

Claudia Ranito

(Knaypust PaHuto)

«3» unons 2019 .

NHCTPYKUMA MO NPUMEHEHWIO

MEOMLUWMHCKOI O N3OENNA

MaTepuran cToMaTO/IOrMYECKMin KOCTHO3aMEHSOWNA ImproBone B BapnaHTax UCMOJSTHEHUS:
ImproBone BCP, ImproBone TCP
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TexHuyeckas JoKyMeHTaumsa gnsa permctpaumm ImproBone; ImproBone BCP,

Medbone / ImproBone TCP
Men6oH WHCTpyKupa no npuMeHeHuo
BbigaHo: QR Jara: 02.07.2019 Bepcusa: C Ctp. 2 13 16

1. WpeHTuduKauma npoaykra
1.1. Ha3BaHue npoaykra
MaTepran CTOMaTONOrM4ecknii KOCTHo3ameHsoLWmin ImproBone B BapuaHTax ucnosHeHus: ImproBone
BCP, ImproBone TCP.
1.2. O6buwee HaMMeHoBaHNe
CUHTETUYECKUIA KOCTHO-3ameLLatoLLImnii MaTepuas
1.3. Knaccudmkaumsa npogykra
Knacc Ill, B cootBeTcTBUM € [npekTrBoin 93/42/EEC, MpunoxeHue IX, Ctatba 8
1.4. dopmbl NpoayKTa

MaTepuan ImproBone BbinyckaeTcsa B rpaHynax (Puc. 1).

Puc. 1 - I'paHynsbl.

1.5. ApTuKysbl
CcblKM, KOTOPble NMpegHa3HayveHbl 419 KOMMEPYeCKOro Ha3HavyeHUs Mnoj TOproBbiM Ha3BaHUEM

Matepuan ImproBone, yka3zaHb! BTabvue 1

Tabnmua 1 «crnpaBo4Hble NCTOHHUKM MO Matepuany ImproBone.

Kopg, Pa3mep Konnuectso* Cncrema ynakoBKK
ImproBone BCP
IBBO10505G 0,1-0,5 mm 05 rx 1uwr ®NaKkoH +nakeT
1BB050105G 0,5-1 mm DNaKoH +NakeT
1BBO10505P 0,1- 0,5mm 05 rx5uwr ®nakoH +nakeT
1BBO50105P 0,5-1 mm ®nakoH +naket
1BB010510G 0,1- 0,5mm 1rX1uwr ®nakoH +naket
IBB050110G 0,5-1 mm ®riakoH +naxet
IBB010210G 1-2 mm ®riakoH +naket
IBB0O10510P 0,1-0,5 mm Irx5uwr ®rakoH +nakeT
IBBO50110P 0,5- 1mMm ®riakoH +naket
IBB010210P 1-2 mm ®riakoH +naket
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TexHUYecKas AOKyMeHTauys ans pervctpauyu ImproBone: Improbone buH,

Medbone/ ImoroBone TCP
Men6oH VIHCTOYKMMS MO NOUMEHEHIO
BblgaHo: QR [Hara: 02.07.2019 Bepcua: C Ctp. 3u3 16
ImproBone TCP
IBT010505G 0,1- 0,5Mm 0,5 rx 1w ®rakoH +naket
1BT050105G 0,5- 1 MM ®riakoH +rakeT
IBTO10505P 0,1-0,5 mm 05 rx 5uwr ®nakoH +raxkeT
IBTO50105P 05-1 mm PrakoH +nakeT
IBT010510G 0,1-0,5 mm IrX1lwr ®nakoH +naket
IBT050110G 0,5-1 MMm ®nakoH +naket
1BT010210G 1-2 mMm riakoH +naket
1BT010510P 0,1- 0,5 mm 1rX5ur ®nakoH +naket
IBTO50110P 0,5-1 mm ®raKoH +naket
IBT010210P 1-2 mm ®nakoH +nakeT

*KonnuecTeo - mMacca maTtepuasna Bo diakoHe () X KOfMyecTBo (D/IakoHOB B YMNaKoBKe

2. [aHHble nponssBoanTens
Medbone-Medical Devices, Lda (Meg6oH-Meankan [esavicuc, flga), MopTyranms.
Centro Empresarial, Lusoworld 4 R Pe de Mouro 26, 2710-335 Sintra, Portugal.
Ten.: {+351} 210 938 956, daxc: (+351) 211 946 681, Beb-caiit: www.medbone.eu

3. OnucaHue ycTpoicTea

MokasaHnA K NPYMEHEHWIO: 3arnofIHEHNE KOCTHbIX MyCTOT UK AetheKTOB CKeNEeTHON CUCTEMBI.
Ha3HaueHve 1 06nactb npumeHeHns: MpeactaBnset co60ii MOPUCTYHO CUHTETUYECKYHO KEPaMUKY,
npeAHasHa4YeHHyH A1 3arno/IHeHWsT KOCTHBIX NMYCTOT Win Aed)eKTOB CKEeNEeTHOM CUCTEMbI, KOTOpble He
ABNAKOTCA HEOTHEMJIEMOIN YACTbHO CTABUMBHOCTU KOCTHOW CTPYKTYPbI.

Mo604HbIe aththeKTbl: HEXeNnaTesIbHble NOBGOYHbIE 3DEKTbI HE BbISIB/EHDI.

MpoTrBONOKA3aHNA: B LLeNIOM, NMPOTMBOMOKA3aHNSA aHaNoMMyHbl YKa3aHHbIM 4151 NpoLeasyp ¢ KOCTHbIMM
TpaHcnjaHTatamm: OCTpble M XPOHUYECKME MHGIEKLMM B OMEepauvoHHOM Mosie, CBA3aHHble C 0OMEHOB
BELLeCTB 3ab0/1eBaHUSA, HalMume pucka MPOHWKHOBEHMWSI KepaMMUeckux 4acTul, B CyCTaBHble MOsocTy
wm 065acTu  BOKPYr MO3rOBOi 060/I04KM  Yepe3 OMpefesieHHble  YYacTKM  KOXM, a Takke
HEBO3MOXKHOCTb cTabunusaumm gedekra.

CTepubHOCTb: NPOAYKT CTEPUNN3YETCA B [iBOMHON 06epTKe MUHUMAaSTLHOWN [0301 ramma-ussyyeHus 25
K'P. CTepuibHOCTb MOXET O6blTb rapaHTMpoBaHa TO/IbKO €C/M yrakoBka He nospexzaeHa. HE
MOABEPIATb MOBTOPHOW CTUPUIU3ALIMA. TonbKo ans O0ZHOPA30BOro NpPUMeEHeHUs.

YCnoBue oKpyxatoLleii cpegpl 3HaueHvie
Temnepatypa Bo3gyxa, “C +1..+30
BnaxkHocTb Bo3gyxa, 6e3 obpa3oBaH/a KOHAeHcaTa <70 %
ATmMochepHoe aaBneHue, kila 60...106

TpaHcnopTupoBka: W3genusi TpaHCNOPTMPYKOTCA BCEMU BMAAMU 3aKPbITbIX TPAHCMOPTHBLIX CPEACTB C
3alumMToli  OT aTMOC(epHOro BO3LEWCTBMA U B COOTBETCTBUM C MpaBwu/iamMy  TPaHCMOPTUPOBKM,
NPYMEHNMbIMA K TPaHCMOPTY Takoro tuna, npu Ttemneparype ot 1 go 40°CH2RC mn BnaxkHoctn 40-
80%at2%. W3genne He JO/HKHO MoABEPraTbCs AAUTENIbHOMY BO3AEACTBMIO MCTOYHUKOB Ter/a, NpsMbIX
COJTHEYHBIX /TyYei 1 MOHN3MPYIOLLETO M3/Ty4YEHNS BO BPEMSI TPAHCMOPTUPOBKMN.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



TexHnyeckan fokymeHTauus ang peructpaumm ImproBone; ImproBone BCP,

Medbone / ImproBone TCP
Men6oH WHCTpYKUMA MO NPUMEHEHNIO
4 BblgaHo: QR [Jara: 02.07.2019 Bepcus: C Ctp. 4 3 16

YcnoBua xpaHeHua: M3genus OO/KHbI XpaHUTLeA npu Temnepartype ot 20 fo 40°C5°C n BfiaXkHOCTH
40-80%+5%

Ytunusauma: Improbone SBNSIETCA 3KOMOrMYeCcKM 6e30nacHbiM m3genmeM. He TpebyeTcsl HvKakas
crneumasibHan yTuamnsauys. YNakoBOUHbI MaTepras nogsepraeTca NoBTOPHON nepepaboTke.

3.1.1tproBone BCP npeactaBnsieT cO60M CUHTETUYECKYIO MOPUCTYI0 KEPaMKKY, COAEPKALLyH
rmapokcuanatut 1 6eta TpUkabLUmMiidoctaT, KoTopas He BKIOYAET HU NIEKapPCTBEHHbIE BELLECTBa, HU
TKaHW, HM MPOAYKTbl Ha OCHOBe KpoBW. [lopucTas CUHTETMYecKas Kepamuka, cogepxkawas 6era
TprKanbuuiAdhocaT, LMPOKO M3y4YeHa Ha pbiHKE M He Hoa. ImproBone BCP - 310 cTepwnbHoe
0fHOpa3oBOe Wu3genne, ramma-obsydeHHas C uMcnosb3oBaHuem 25 KIp. [Mopuctas Kepamuka
obecrneyvBaeT OT/IMYHYIO OCTEOMHTErpauuio, a Takke TMOSHYH BaCKynsapu3auuio  MMniaHTara
6narogaps ceA3aHHOW nopuctoctu. ImproBone BCP npefHa3HayeH ANs 3amnofiHEHUS KOCTHbIX MycTOT
Wim OedeKToB CKeNeTHOM CUCTeMbl, 3amnofiHsAs  MOMOCTM  KOCTHOW  CTPyKTypbl.  Bnarogaps
B3aMMOCBA3aHHON nopuctocTy ImproBone BCP rpadiT MOXKeT BbITb MOMHOCTHLIO BACKY/ISIPU3MPOBaH, YTO
obecrneyvBaeT OT/IMYHYIO OCTeomHTerpaumio. HoBoobpas3oBaHHas KOCTb MefJIEeHHO 3aMecTUT MoJIOCTU

rpadgita 1 cam rpadi.

3.2 ImproBone TCP npegcTtaBnset coboit CUHTETUYECKYIO MOPUCTYIO KepamuKy, Cofiepx allyto beta
TpuKanbLmiidhocthar, KOTopas He BK/IHOYAET HU JIEKAPCTBEHHbIE BELLECTBA, HW TKaHW, HWU MPOAYKTbl Ha
OCHOBe KpoBu. [lopucTas cvHTETMYECKas Kepamuka, cojepkalas 6eta TpukasbuumiidocdaT, LUMPOKO
M3yyeHa Ha pblHKE W He Hosa. ImproBone TCP - 3TO CcTepunbHOE OAHOPa30BOE W3fenve, ramma-
0b6nyyeHHass ¢ wucnonb3oBaHvem 25 KIp. [Mopuctas Kepamuka 06ecrneynBaeT  OT/IMYHYHO
OCTEOMHTErpaumio, a Takke MoSHYK BacKy/nsapn3aumio nMmniaHTara narogaps CBsS3aHHON NOPUCTOCTY.
ImproBone TCP npefHa3HayeH 4719 3anOfHEHNS KOCTHbIX MYCTOT WM AeDEKTOB CKENETHON CUCTEMbI,
3aro/HAA NOMOCTU KOCTHOW CTPYKTYpbl. Brarogapsi B3aMmocBsizaHHOW nopuctocTu ImproBone TCP
rpadpr MOXeT 6bITb MOMHOCTHIO BACKY/ISIPU3MPOBAH, YTO 0GECMEeUMBAET OT/IMYHYIO OCTEOMHTErpaLmio.
HoBoob6pa3oBaHHas KOCTb Mef/IEHHO 3aMeCTUT MOMoCTY rpadita 1 cam rpadir.

4. Lllenesoe ncnosnb3oBaHue
Matepuan ImproBone npeactaBnsieT co60i MOPUCTYIO CUHTETMUECKYIO KepamuKy, npeaHasHaueHHyH

NS 3amnofIHEHUst KOCTHbIX MYCTOT WM AeeKTOB CKeNeTHOM CUCTeMbl, KOTOpble He SBASKOTCA
HEOTHEM/IEMO YacTb CTabWU/IbHOCTU KOCTHOI CTPYKTYPbI.

5. MexaHu3Mm aencrTems
CornacHo pasmepy U reomeTpum geekra KOCTU, XMPYPr yCTaHaBMBAET MOAXOAALLYIO /IeKapCTBEHHYHO
thopmy ans npumeHeHus. [Mepef vMNiaHTaumein matepuan ImproBone cnegyeT nponuTaTb KpPOBbLHO
nauyeHTa Wi ayTonorMyHbIM KOCTHBIM MO3rOM, YTOBbl BBECTU B TPAHCMMIAHTAT KETKU KPOBW, (haKTopb!
pocTa W, B C/lydae KOCTHOrO MO3ra, KMeTK/ 0CTeonoporeHa.
Mocne cTagmMmM NPOMNMTKX MpenapaTt A0/KeH 6biTb HEMEASIEHHO MOMELLEH B AedDEKT KOCTU - BBEAEH B
KOHTaKT C ryb4yaToil TKaHbto. [MOBEpXHOCTb KOCTU [O/MKHA OblTb 06paboTaHa W Crerka KpoBOTOUMUTH,
yT06bI 06ECNEUNTL HEOOXOAMMBINA 3anac KNeToK KpoBU 1 (haKTOpoB pocTa A/1s BCero TpaHCmn/1aHTaTHOro
maTepuana.
3anosiHeHe KOCTHOrO AedhekTa J0/MKHO 6biTb NPOBEAEHO C HEOO/bLUMM HaXXMMOM, W 3aKpbITUE paHbl
[O/MKHO BbITb MOHBIM N TEPMETUYHBIM.
CoyeTaHve maTepuana ImproBone ¢ n06ObIM MeAWLMHCKUM BELLECTBOM BO BpeMs WMMaHTauum
OCYLLECTBNAETCS M0OJ, OTBETCTBEHHOCTb XMpYypra.
Jranbl, HeobXxoAMMble ANs1 MPUMEHEHNS MpernapaTta, NoKasaHbl Ha PUCYHKe 2.
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TexHu4yeckan foKymeHTauma ansa permctpauum ImproBone: ImproBone BCP,

Medbone / ImproBone TCP
Mepn6oH VIHCTpYKUWSI MO NPYMEHEHUIO
BbigaHo: QR [Jara: 02.07.2019 Bepcusa: C Ctp. 513 16

Pyvic. 2.- 3ranbl npymeHeHnst Matepriasa ImproBone (1 - 3}. MponuTaiite TpaHCr/iaHTaT KPoBbHO NaLyieHTa Wi
ayTOreHHbIM KOCTHbIM MO3roM; (4) ImproBone criefyeT BBECTU B KOHTAKT C NyOUaToi TKaHbHO; MOBEPXHOCTb KOCTU
[J0/mKHA ObITb OUMLLIEHA U CrIETKa KPOBOTOUMTD; (5) 3aronHeHne A0/MKHO ObITb MO/HbLIM C HEGO/TLLLION
YTPaMo0BKOI4; (6) 3aKpbITVe paHbl AO/MKHO ObITb MOMHLIM U FEPMETUYHBIM.

6. Mepbl NPefoCTOPOXHOCTH
Kak 1 npu ntoboii xmpypruyeckoli npoueaype, cnegyeT NposiBSTL OCTOPOXKHOCTb MPU IEUEHNN NI0AEN C
CYLLECTBYIOLLMMMN COCTOSIHUSIMU, KOTOPblE MOTYT MOBANSATH Ha YCMEX XMPYPruyeckon npouenypsl. Cioga
OTHOCATCA /M@ C HapyLEeHVSMU KPOBOTEYEHMS] M0G0 3TUOMOrKN, AONTOBPEMEHHON CTEpPOUHON
Tepanuu, UMMYHOCYNPECCMBHOM Tepanvu Win BbICOKOAO3HOM Ny4eBO Tepanun.
/36eraiite nepenonHeHNs KOCTHOrO AehekTa v aBneHns Ha 0b6nacTb NOACaAKN.
Matepuan ImproBone He criefyeT UCMo/b30BaTb B MH(IMLIMPOBAHHbLIX 06/1aCTsIX.
Matepuan ImproBone He npegHasHayeH A5 UCNOMb30BaHWS C Harpy3Kkoi. BaxkHO 06ecneumnTb XecTKyto
MexaHW4ecKkylo MMMoGuIn3aumio obnact noacafky matepuana ImproBone, a Taikoke ykpenneHve v
(PMKCaLIMIO OKPY>KAHOLLMX TKaHEN.
He cnenyeT npeanpuHMMaTh NOMbITOK M3MEHUTL pa3Mep rpaHyn UM U3MEHUTb UX hopmy.

7. Xumunuyeckuii coctaB

7.1. ImproBone BCP coctout us 75% rugpokcnanatuta n 25% 3*TCP 1 COOTBETCTBYET CTaHZapTy
ISO 13779-1; 2008 - WmnnaHTaTbl gns xupyprum - Fmgpokcuanatut - Yactb 1: Kepamumueckuin
rMApoKCHanaTuT.

Tabrmua 2 - xummdeckunin cocta ImproBone BCP.

KomnoHeHT CMHOHVMbI dopmyna Homep CAS MocTasLLVK
Beta-Tpukanbupiichocdiat TpyKansLwiA gudocdar 3-Ca3(POdp 7758-87-4 Himed
MapokcmanaTuT MmppokeudocdpaT Karbliist  Ca5(PO4)3(0H)  12167-74-7 Himed
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TexHu4yeckasn JokymeHTaums anaa permctpaummn ImproBone: ImproBone BCP,

. Medbone/ ImproBone TCP
I Mepn6oH MHCTpYKUWA No NpYMeHEHWIo
BbigaHo: QR [Hara: 02.07.2019 Bepcus: C Ctp. 6 u3 16
72 ImproBone TCP cocTouT u3 6eta-Tpukasnbuuiidiocara umicToii ghasbl ¢ 100% KpUCTasi/IM4YecKoi

thasoii 1 cooTBeTCTBYET CTaHAapTy ASTM F1088-04a (2010) - ctaHAapTHOW cneuudmkaumm ans 6eta-
TpvKanbLuiidocaTa ana XMpypruyeckor nmniaHTaumm.

Tabnuua 3 - ImproBone TCP
KoMnoHeHT CUHOHNMBI dopmyna Homep CAS MocTaBwmnk
beta- Tpukanbuunii p-Ca3{P04)2 7758-87-4 Plasma Biotal Ltd.
Tpukanbuuiigocgar andgocdart

8. TexHuyeckne faHHble
TexHUYECKNE XapaKTEPUCTUKM KaxkaoW (hopMbl Bbinycka MaTepuana ImproBone npeactaBneHsl B

Tabnuue 4.

Tabnuua 4 - TabapuTbl 1 Bec.
OnucaHne Fa6aputbl Bec
FpaHynbl: 1,0 2,0 MM paHynbl, BbiIGpaHHble MeTO40M NpocenBaHnsa -1,0 MM CUTO Henpum.
paHynbl: 0,5 -1,0 MM paHynbl, BbiIbpaHHble MeToA0M npocenBaHmsa - 0,5 MM cuto Henpum.
FpaHynbl: 0,1 -0,5 MM [paHynbl, BbiGpaHHble MeTO40M npocenBaHns - 0,106 mm cuto Henpum.

9. MerTog cTepunnsaumm
MaTepuan ImproBone cTepunnsyeTcs ramma-usnyyeHnem B Synergy Health, Bxogsuwem B coctas STERIS
B Puamnr (Marcus Close Reading, bepkiwmp RG30 4EA, BennkobputaHus). dupma Synergy Health
cepTudmumpoBaHa no cucteme 1SO 9001 / EN I1SO 13485 cepTudhmKaumMoHHOR opraHunsaumeii BSI, n
ABNAETCA yUupexaeHnem, 3apermctpmpoBaHHsiM B FDA nog Homepom 3002807310.

9.1. OnucaHue meToja cTepunnsaumnu
. Mocne aTanoB Npov3BOACTBA U yNakoBKM KOPOOKkM ImproBone nomeLyatoTcs B
CTEPUNN3ALLMOHHBIN KOHTEHep, NpeAHasHauyeHHbI 419 YCTaHOBKU B aNlOMUHUEBYHO
CTEPUNIN3aLMOHHYI0 EMKOCTL B KOMNaHuu Synergy Health.

. Kaxxgasn ctepuninsalmoHHas kopobka MoXkeT BMeCTUTb 192 eanHML, NpoayKTa, KOTOpble
YMNaKOBbIBAKOTCA CO CNeAYOLWMMN TPEGOBAHNAMMU:

Kopob6kn gna npodyKTa ynakoBbIBatOTCA C 60KOBOI STUKETKOWN 1 LUTPUX-KOLOM HaBepxXy;

AWMKM € NPOAYKTOM YNakoBbIBAKOTCA CNOAMU 13 8 pAAO0B MO 6 AWMKOB (48 ALLMKOB B KaXA0M
croe);

Kadkapllii CTEpUIN3aLMOHHBI KOHTeliHep BMeLLaeT 4 ¢/iosi NpofyKTa.

. lMocne NoMHOTO 3arosIHEHNA KOHTEHEPbI 419 CTEPUNM3aLMI 3aneyvaTbiBatoTCs 1 OTNPaBAATCA
B Synergy Health B PuauHre, BennkobputaHus.«

. Mocne NpubbITMA B MeAULIMHCKME yupexaeHus Synergy Health koHTeliHepbl ansa cTepunusaumm
BbIFPY)KAOTCA C rPy30BMKa B CUCTEMY 06paboTKM 1 3arpy>KaroTcs B LUTabenmpyemyto
CTEPUNN3ALMOHHYIO EMKOCTb.
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TexHu4eckasa JoKyMeHTauma gns peructpauum ImproBone: ImproBone BOP,

Medbone / ImproBone TCP
Mepn6oH VIHCTpYKUMS MO NPUMEHEHIIO
BbigaHo: QR Jara: 02.07.2019 Bepcua: C Crtp. 7 13 16

3aTem NomeLLarTca A03MMEeTPbI, U NPOAYKT NoABEPraeTcs BO3AENCTBUIO MOSISt U3/YUEHNsI.
MOHWUTOPUHT JO3UMETPOB aHA/IN3VPYETCS, NMoKa NMPOAYKT NMOMELLAETCS B KAPaHTVH.

9.2. Banunpauusa ctepununsaumu

MeToa ctepunusauum Gbin NoATBEpPXKAEH B cooTBeTcTBMM ¢ EN ISO 11137-1: 2006 «Crepunmsaums
NpoayKTOB 34paBooxpaHeHus - O6nydyeHue - Yactb 1. TpeboBaHus K pa3paboTke, Bamjaumn wu
PYTVHHOMY KOHTPO/IKO MpoLecca cTepumnsauum as MeauUMHCKMX mgenuin», EN 1SO 11137-2: 2013
«CTepunmsauma NPoAyKTOB 3[paBooXpaHeHus - Paguaums - YacTb 2: YCTaHOBKa [03bl CTepunmnsamn,
EN ISO 11737-1:2006, CTepunmsaumst MeQULNHCKUX 13aenuin - MMKpoburonormyeckne Metodbl - Yactb
1: OnpepeneHve nonynauunm MWUKPOOPraHuU3MoB Mo npogykram» u EN 1SO 11737-2: 2009
«CTepunmsaumns MeauUMHCKMX YCTPOMCTB.  Mukpobuonornyeckue wmetofbl. Yactb 20 TecCTbl Ha
CTepUNbHOCTL, MNPOBOAMMBLIE C LENbl OnpefeneHns, TMOATBEPXKAEHUA W KOHTPONS npolecca
cTepun3aumm».

Bannpauna metopa crepunusaumm Matepuana improBone Bkoyana: TecT Ha COBMECTUMOCTb C
MaKc/MasibHOW 03014, MeTog VDmax v TonorpacdmpoBaHme 403bl.

9.2.1. MakcumasnbHas fo3a
MakcmmasibHasi J03a COBMECTMMOCTU Oblia MPUMEHeHa Ans onpefenieHnst MakCUMasibHOM [03bl A4/1s

06bI14HOI cTepunmsaummn. C aToli Lenbio obpasubl Matepuana ImproBone ctepunn3oBanu o030 25 K,
35 Kp, 40 k'p n 80 kKp. [lMocne cTepunmsaumm ob6pasubl OblM  CAyvaiHO BbibpaHbl K
npoaHaIM3MpoBaHbl C TOYKM 3PEHWS MOPUCTOCTM, OUMOCOBMECTMMOCTW, YMCTOTbI ()3 M HaIMums
MUKPO3/1EMEHTOB.

He 6bin0 0GHapy>XeHO pasuuvii B cTepunmsaummn obpasuos npu 25 ki'p, 35 Kp, 40 k'p 1 80 Kp.
Wcxopa us aTux pesynbTartos, crieumdmkaumsa nossl Ans ImproBone 6bu1a onpegeneHa mexay 25 kp v
40 KI'p.

9.2.2. MeTog VDmax
MeTogq VDmax O6binl BbIMOSIHEH C LEbl0 060CHOBaHWA UCMOAb30BaHUs 25 KIp B KayecTse
CTEPUNN3ALMOHHON A03bl 4151 HA MaKeTax.
MeTog VDmax 6bln BbINnosHEH KomnaHwel Microbiological Validation Services (MVS) Limited,
BenmkobputaHums. KomnaHna MVS Limited ceptudmupmpoBaHa no cucteme 150 9001 / EN 1SO 13485
cepTUMKaLMOHHbLIM opraHom SGS.
Ceogka pe3ynbTatoB VDmax, yKa3aHHas Ha nakeTe, npefcTassieHa B Tabnuvue 5.
PesynbTatbl VDmax, BbINOSIHEHHbIE Ha MakeTe, MOKasaiuM, 4YTO uUcrnonb3oBaHWe 25 KIP B KadvecTsBe

CTepUNM3aLMOHHON 103kl 06ECNeUMBaET rapaHTUPOBaHHbIA YPOBEHb CTepUIbHOCTY 10

Ta6bnuua 5- Meton VDmax - MNakeT.

BrioHarpy3ka npogykTta CpenHuii broHarpyska 6blna onpeaeneHa kak 19 KO
Ha MPoAYKT.

lNpoBepoyHas fo3a lMpoayKT noaseprasnics BO3AECTBI0 TpeGyeMoli A03bl.
Kpurepuy npremky 61 YL0BIETBOPEHD!.

VicnbITaHre Ha CTEpUIbHOCTb MUKpPOGHBII pocT Gbu1 06HaPYXeH B 0 06pas3LIoB.

OnpepeneHne CTepuIn3aLoOHHON 03kl Kputepum NpremKky 6bin y0BNETBOPEHDI.

MoATBEPKOAIOLLMIA SKCMIEPUMEHT He TPebyeTcsi.
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TexHu4yeckasn JoKymeHTauusa ona peructpaumm ImproBone: ImproBone BCP,

Medbone / ImproBone TCP
Mepn6oH MHCTpYKUMA Mo NpUMEHEHMIO
BbigaHo; QR [Jara: 02.07.2019 I Bepcusa: C CTp. 8 U3 16

9.2.3. TonorpagupoBaHue 403bl
TonorpagmpoBaHne [03bl ONMCbIBAET pacrnpefesieHne afcopoupoBaHHON [03bl MO NPOAyKTaM B
pamKax corflacoBaHHOl crneupdmkaumm 06paboTkm (MMHUMaIbHasn gosa - 25 KI'p 1 MakcMMasibHas go3a
- 40 KI'p) ¢ ucnonb3oBaHNeM ramma-o6nydeHnss CooO.
TonorpadgmpoBaHue [03bl NPOBOAWIOCH KOMMaHuel Synergy Health, OTBETCTBEHHOIW 3a PYTUHHbINA
npovecc crepunmsaunmn marepmnasnia ImproBone.
MockonbKy PYTWMHHBIA Npouecc cTepuansaumMn matepuana ImproBone BbINOMHAETCA CO CMeLUaHHbIMU

ccblfikamu, TornorpacupoBaHme A03bl BbIMOMHSAIOCh B KPAMHUX CyYasix, UCMOMb3ys MUHUMAabHBIA BEC
KOHTeiHepa 1 MakCMMasbHbI BEC KOHTeHepa.

Pe3ynbTaTbl CTEPUIM3ALMOHHBIX KOHTEMHEPOB MOKAa3biBAKOT, UTO MCMOMb30BaHHas fo03a [octuraet
Tpebyemoii cneuymukaumm MUHUMasIbHON A03bl 25 KIp M MakcumasbHoW [03bl 40 KIp. UTo6bI
COOTBETCTBOBATb 3TOW crneumdmkaumm npyv  06bIYHON 06paboTKe, 3aperucTpyMpoBaHHas [o3a B
3Ta/IOHHOM [03e [0/DKHA COCTaBNATb OT 26,2 KI'p Ao 37,0 KI'p 419 CTePUIM3aLUMOHHOIO KOHTenHepa
MWHMMa/IbHOTO Beca m oT 29,0 KI'p go 37,7 kp 4ns CTEPUIM3aLMOHHOI0 KOHTeHepa MakCUMasibHOro
Beca. Ha ocHoBaHWMM 3TWX pe3ynbTaToB Oblia YCTaHOBMEHA 3TasloHHas f03a MmexXay 26,2 kp u 37,7 Kp.

10. CpoK xpaHeHus
Cpok xpaHeHusa martepuana ImproBone coctaBnfeT 5 NneT corsiacHo pesysbTataM Bamgaunn yrnakoBKy.
PesynbTaTbl UCCNefoOBaHWA CTapeHWs B peaslbHOM BpeMEHW W CTabWIbLHOCTWM YNakoBKM MoOMOratoT
NOATBEPXKAEHUIO CPOKA XPaHEHWS.

11. bBuocoBMecTUMOCTb

BrocoemecTumocTb ImproBone 6bina oueHeHa corniacHo 1SO 10993-1, «OueHka 61010rMyeckoro
OENCTBUSE MEAMUVHCKNX n3gennii, Yactb 1 OueHka M MCMbITaHUsi B pamKax npoLecca ynpas/ieHus
puckamuy». McnbiTaHns 6uocoBmecTMMocTh 6binn npoBegeHbl NAMSA, dpaHumsa. KomnaHms NAMSA
nmeet ceptudmkatel 1SO 13485:2003 m 1SO 9001:2008, v akkpegutToBaHa cornacHo 1SO 17025:2005.
Bce umchbITaHMA NPOBOAWINCL B COOTBETCTBMM C TPpebOBaHUSAMM, YCTaHOBMEHHbIMN B 21 CFR 58, 820
(YnpaBneHve MO KOHTPOMO 3a npogykTamum u nekapctBamm CLUA, Hagnexaw,as nabopartopHas
npakTKa 1 npaBuia CUCTEMbI KayecTsa).

Boria npoBefeHa Guonorvdeckas oueHka (Tabnmua 6), W pesynbTaTel  MNOATBEPAWNN
610COBMECTUMOCTb 1 6e30MacHOCTb Npenapara.

Tabnmua 6- PesynsTarbl UCMbTaHWIA Ha GUOCOBMECTUMOCTD.

UCMbITAHAA HA BUOCOBMECTUMOCTb PE3Y/IbTATbI TCP PE3Y/IbTATbI BCP
LIMTOTOKCUYHOCTB rnrPoOXoanT MPOXoanNT
VcribimaHre Ha BHYTPUKOXHOE pasfparkeHne npPoxoauT NnPOXoauT
VicribiraHre Ha yBenimueHne ceHeubunmsaumm rnPoxoguT MPOXoanT
VicribmaHre Ha NMPOreHHOCTb nPoOXxoauT NnPOXoOuT
OcTtpast c1cTeMHas TOKCUYHOCTb nPoOxogunT NnPOXoauT
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TexHu4yeckasn gokymeHTaums ana peructpaumm ImproBone; ImproBone BCP,

Medbone / ImproBone TCP
Mepn6oH VIHCTpYKLWSA MO NPUMEHEHMIO
BbigaHo: QR Jara; 02.07.2019 Bepcua: C Ctp. 9 u3 16

12. CucTtema nepBUYHOrO 3aneyaTbiBaHWUS KOHTEAHEPOB

MepBnyHas ynakoBKa rpaHy/n maTepuana ImproBone coctouT u3 ciakoHa. CUCTEMbl MEPBUYHON
yrnakoBk/ MaTtepuana ImproBone 6biv BbibpaHbl Ha OCHOBE yAo6CcTBa MeTofga OTKpbITMS A/
nosib30BaTesis M Ha OCHOBE KonMuyecTBa / pa3mepoB MPOAyKTa, KOTOPbIA AO0/MKEH Obll pasMeLlaTbest
BHYTPU.

Bo3MOXHOe B3auMOfencTBUE WCXOLHOIO KOHTElHepa € MpoAyKTOM 6blno MOATBEPXKAEHO B Xone
nccnefoBaHNs 1 paspaboTkM MOCPeACTBOM BaMgaumv YMakoBKW, a Takke MPOKOHTPO/IMPOBAHO
nocpeAcTBOM Ba/iMfaumn CTapeHusi B peasibHOM BPEMEHU M CTAGUIbHOCTU B pPeaslbHOM BPEMEHM, Kak
y>Ke NPOLEMOHCTPUPOBAHO B NMyHKTax 13 1 14, cOOTBETCTBEHHO, HACTOALLEr0 JOKYMEHTA.

B xoge aHanM3a He OblI0 OGHAPY)XEHO W3MEHEHWA npoAykTa. JTOT pe3ynbTaT MoKasblBAaET, YTO

Bbl6paHHbIe nepBnyHbIE KOHTeﬁHepbl HEe B/INAIOT Ha NPOAYKT.

13. CnNUCOK MEeXAyHapoHblX CTaHAAPTOB

Crangapt / Hopmartyis Ne CraHgapT / HanmeHoBaHve 1 onmncaHvie HopmaTmea

93/42/EEC(MDD) [Jupextvea CoBeta No MeaULMHCKOMY 060pyA0BaHMIO

EN 130 13485:2012 MeayupmHcKre NprcrocobrieHst - CucTeMa MEHEDKMEHTA KaueCTsa -
Tpe6oBaHs A5 Lierelt perynupoBaHiis

EN 180 14971:2012 MpyYMeHeHVe YMpaB/eHUst PUCKaMK K MEAVILIMHCKUM U3AENMSM

EN 1S0 11607-1: 2009 YnaKoBKa MeAVLIMHCKYX NPUCMOCOGEHNI C GMHWLLIHOM

cTepwmsauveli - Yactb 1: TpeboBaHMs K MaTepuasiam, CUcTemMam
38LUMTbI CTEPUIBHOCTU 1 YMAKOBOUHbIM CUCTEMAM

EN IS0 11607-2: 2006 YnaKoBKa MEAVILMHCKVIX NPICTOCO6/IEHNIA C (MHULLHON
cTepwmsaumeli - Yacts 2 Banmpaupms TpeboBaHWiA K npoLeccam
(hOpMOBKY, FepMETM3ALWIN 1 COOPKM

ENISO 14155:2011 KnyHnyeckvie uccniejoBaHNs MEAVLMHCKIX NMPUCTIOCOBEHMIA,
npeHasHaueHHbIX /151 YenoBeka - Yactb 10 O6LLve TpeGoBaHus
EN 130 11137-1:2006 Crepwimaumsi NPOAYKTOB MEAVLIMHCKOrO HasHaueHust - OGyyeHve -

Uactb 1; TpeboBaHUA K paspaboTke, BaymaaLmm 1 TeKyLLEMY KOHTPO/KO
mpoLiecca CTepuwm3aLn 415 MeAULHCKNX YCTPOCTB

EN 130 11137-2:2013 CTepwm3aLysi MPOAYKTOB MEAULMHCKOMO HasHaueHwst - OGrydeHve -
UacTtb 2: YcTaHOBKa [103bl CTepuM3aLimn

EN 1S0 10993-1:2009 OueHKa BYI0/1I0rMUECKOro ABMCTBISA MeAVLIVHCKUX U3aennid. YacTb 1:
OueHKa 1 MCTbITaHV S B pavKax MpoLEcca YNpaB/eH!s! prickamu

EN 180 10993-5:2009 OLeHKa GMOMOrNYECKOro AEVCTBIS MeAVLIMHCKUX U3aenuniA. YacTs 5
VicrbiraHus Ha in-vitro LTOTOKCUYHOCTb

ENISO 10993-18:2005 OugeHKa 610M1orM4ecKoro AeNCTBUS MeAMLIMHCKMX 13aenvid, Yacts 18:
XUMHECKAs XapaKTepUCTVKA MaTepUasioB

EN 130 11737-1:2006 Crepwmzaumst MeaVILMHCKVX U3Aenuii - MukpoGuronormyeckme
MeTofb! - YacTb 1: OnpeaeneHmre nomyrsLyM MUKPOOPraHM3MoB Ha
V3Eennsx

EN IS0 11737-2:2009 CTepuwm3aLys MeALHCKVX N3AEMMIA - MKpOGUMooryeckme

METOfb! - YacTb 2 TeCTbl HA CTEPWILHOCTb, NMPOBOAVMBIE C LIE/HHO
onpezesneHys, NOATBEPKAEHUS 1 KOHTPOS NPOLIECCA CTEPUM3ALIN.

EN IS0 14630:2009 HeaKT1BHblEe XUPYPryveckvie UMMNaHTaTh! - ObLLve Tpe6oBaHus

EN 1041:2008 VHchopmaLys, npenocTasisemas Npov3BoAUTeNIeM MeULIMHCKUX
nprbopos

EN 556-1:2001 CTepwmi3aLms MeAVILMHCKIX M3Aennii - TpeGoBaHWs K MeAVLMHCKIM

MPVCTIOCOBIEHNSAM C MAPKUPOBKOW «CTepUbHO» - YacTb 18
TpeboBaHMS K MEAULIMHCKVIM MPUCMIOCOG/IEHUAM C GWHWLLHONM
cTepwzaupen
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TexHuyeckan fOKymeHTauus ana peructpauun ImproBone; ImproBone BCP,

Medbone / ImproBone TCP
Mepn6oH WHCTpYKUMSt MO NPUMEHEHNHO
BbigaHo: QR Jara: 02.07.2019 Bepcusa: C Ctp. 10 n3 16
EN 1S09001:2008 CvicTema MeHeDKMEHTa KauecTsa - TpeboBaHuA
EN 180 10993-19:2006 OLeHKa BMOOTMYECKOrO ASCTBISE MEAVLIMHCKMX M3AENWIA, YacTb 19;

du3ro-xMMMHECKasi, MOpAhosIorHecKas 1 Tornorpadmyeckas
XapaKTepVCTMKA MaTeprarnon

EN IS0 14644-1:1999 UnCTble MOMELLIEHVS U CBSI3aHHbIE C HUMW KOHTPO/MPYEMbIE cpedpl -
Uactb 1: Knaccydwmkalyist YiCTOTbI BO3ayXa.

EN 180 14644-3:2005 UuCTble MOMELLIEHVS U CBS3aHHbIE C HUMW KOHTPOIMPYEMbIE Cpebl -
Uactb 3: MeTog ucrbmaHus

IS0 15223-1:2012 CVIMBO/Tbl, CTMO/b3yeMblE HA ITUKETKAX MEAVILMHCKUX MPMGOPOB,
npeaocTaB/semMas MapKVpoBKa 1 MHdopMaLms - YacTs 1: ObLye
TpeboBaHMs

ASTM F1088/04a CraHaapTHas crieumdvkaumst s 6eTa-Tpukansupividocdar ois
XVIPYPrUYECKVX UMI/IAHTATOB

10 13779-1:2008 VivriaHTars! gna xvipyprvm - F'igpokevanaTur - Yacts 1

Kepamnueckuid ruapoKevanarit

14. OnuncaHue ynakoBKN U MapKNPOBKN
14.1. YnakoBkKa

Matepuan ImproBone ynakoBbiBaeTcs B MHAMBMAYa/bHbBIA (N1akOH WA MakeT B 3aBMCMMOCTU OT (hOpMbl
BbiNycka. 'paHy/bl BCTABNAOT B CTEK/ISAHHbIE (1akoHbI {puc. 3).

Puc. 3- CTeKMsIHHbIV GUIaKoH.

®rakoHbIbl MOMELLAKTCA BHYTPb NakeTa (puc. 3), KOTOPbIi NPeACcTaBIseT cOO0l CTepubHbI Gapbep B
3TUX YNaKOBOYHbIX CUCTEMAX.

Puc. 4 - MakeT anst dunakoHa.
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TexHu4yeckan JoKyMeHTauma gns permctpaumm ImproBone: ImproBone BCP,

Medbone/ ImproBone TCP
Mepn6oH VIHCTpYKUMS MO NpUMEHEHUIO
BbigaHo: QR Jara: 02.07.2019 Bepcusa: C Ctp. 11 13 16

MakeTbl MOMeYeHbl 3TMKETKaMM, Ha KOTOPbIX YKaszaHbl apTUKy/lbl, HOMEpP MapTuM, KOMMYEeCTBO, AaTa
NCTEYEHVs! CPOKA FOHOCTU U T.A,

VHaykaTop cTepunusaumm NoMeLLaeTca B Kavk/blii MakeT, YToObl yKa3aTb, ABMSETCA /M NPOAYKT BHYTPU
CTEPUNbHLIM. VHAMKATOP CTepunn3aumm npeacTaBnseT co6oii Kpyriylo sTUKeTKy aAvameTpom 10 mwm.
Mepen ramMma-o6/ly4eHeM 3Ta 3TUKETKA XKe/Tas 1 Noc/e CTepUIn3aLmm CTaHoBUTCS KpacHol (puc. 5).

MaKeTbl NOMeUeHbl 3TUKETKAMI, HA KOTOPbIX YKa3aHbl apTyKy/bl, HOMEP NapTuK, KONUYecTBo, Aata
UCTEYEHNsI CPOKA FOAHOCTU 1 T.A,

VHaMKaTOp CTEPUNM3ALIMI NMOMELLAETCS] B KaKbI MakeT, UTo6bl yKa3aTb, ABNAETCS /M NPOAYKT BHYTPA
CTepUnbHBLIM. MHAMKATOp cTepunmsaumn nNpeacTasnseT coboii Kpyrnyro sTUKETKY AnameTpom 10 mm.
Mepep raMmMa-o6/1ydeHeM aTa STUKETKA XKe/Tasl 1 Noc/e CTepunm3aLyn cTaHoBUTCA KpacHoii (puc. 7).

Puc. 5- KoHeuHast KopoOKa C OTMETKO O CTepunm3aLimm

MakeTbl coflepXkaTcs B KOPOGKe, C 3TUKETKaMM AN nauveHTa 1 UHCTPYKLUMUAMA MO UCMO/b30BaHNI0.
Kavkplli ALK NOMEUEH CHapy>XW STVKETKOM, 0603HaYatoLLENR CCbIIKy, HOMEp NapTuK, KOMMYeCTBOo, AaTy
UCTEYEHUS CPOKA FOAHOCTY U T.4., @ TaKKe UHAMKATOP CTepunn3aLmm.

BHewHsAa ynakoska ImproBone BCP, ImproBone TCP nokasaHbl Ha pUCYHKax HUKe:

Puc. 6- Kopobka ImproBone BCP (Bckpbirasi).
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lexHnyeckas AokymeHTauma s permctpauuy ImproBone ImproBone BCP
Medbone / MeaGoH  improBone B Us AnA p pau p p

VIHCTPYKUMS! M0 MPUMEHEHUO
BblgaHo; QR [Jara: 02.07.2019 Bepcws: C Crp. 12 u3 16
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Puc. 7 - Kopobka ImproBone TCP (BckpbiTast).

14.2. ATUKeTKa

Hwxe npeacrasneHbl 3TUKETKN ImproBone BCP, ImproBone TCP.

Granules: 0.1-0.5 mm SS
REF IBB010505G

LOT 00000
oty 0 Sa riSIOQOW
N3 Manufaclure Date: 0000-00-00
Ver02 Expiration Date: 0000-00-00

Tabnuua 8 - ITukeTkn ImproBone BCP (Tonbko 06pasubl).
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TexHnyeckas JoKymeHTauusa ans permctpaumm ImproBone: ImproBone BCP,
Medbone / ImproBone TCP
Men6oH WHCTpYKUWA MO NPUMEHEHWIO
BbigaHo; QR Jara: 02.07.2019 Bepcus: C Crp. 1313 16

Granules: 0.1-0.5 mm
|ref] | BTO10505G

toil 00000

rw j 000000
® 0 .59 Manulacture Date: 0000-00-00
VOr.02 Expiration Date: O0O00-00-00

Tabnuua 9 - 3TukeTkn ImproBone TCP (Tonbko o6pasybl).

14.3. WVHCTPYKUMSA No 3KcnayaTaumm

OnucaHune: ImproBone BCP npeacTtaBnseT co60il NOPUCTYIO CUHTETUYECKYID KepamuKy, cogepxkaliyt docdar kanbums,

npeAHasHayYeHHyo 419 3an0HEHNS KOCTHbIX AedeKToB.

CocTaB: [ByxthasHaa nopuctas kepamuka 75% rugpokcmanatuta (+/-5%) CatlO(P04)6(0H)2 u 25% Tpukanbuuii gocdar

(+/-5%) Ca3(P04)2.

dopma BbiNycka/ XpaHeHue: Kanbuuit-hochaTHas kKepammka nNpousBogMTCs B opMme 6/I0KOB, TpaHys, KpaHuei,

LUANHAPOB U NPU3M. XpaHUTb B KOMHATHOI TemnepaType.

CsoiicTBa-Bo3gelicTBue:  Kanbuuit-hochatHas Kepammka ObICTPO  OCTEOMHTErpuMpyeTcs, TakK Kak COOTBETCTByeT

MWHepanbHOW a3e KOCTHOW TKaHW 4YenoBeka, a B3aMMOCBA3aHHAs MOpUCTas CTPYKTypa Crnocob6CTBYeT MOAHOMY

HOBOOGpa3BaHWIO  KPOBEHOCHbIX  COCYAOB. PacTBOpuMOCTb  TpuKanbuwuiidochata  Bbllle N0 CPaBHEHUID C

rMApoKcManaTuToM, MO3TOMY Takol AByx(hasHblii cocTaB cnocob6CcTBYeT pe3opbuny Kepamumkn U NO3BONsSeT JOCTUTHYTb

Heo6Xo4MMbIX NoKasaTenei, COOTBETCTBYIOLUX (DU3NOTOTNN KOCTHBIX K/IETOK.

MpumeHeHne: Kanbuuit-hoctaTHas kepamuka paspaboTaHa ANA 3an0/HEHUs MOMOCTe KOCTHOW TKaHU WAW yCcTpaHeHus

[edeKTOB KOCTHOW CMCTEeMbl, KOTOpPble HapyLlaloT YyCTONYMBOCTb KOCTHOW CTPYKTYpbC

MpegynpexaeHue! Kanbuuii-hochaTHas Kepammka He AO/MDKHA NOABEPraTbCA KakMM-TM60 MeXaHWYECKUM Harpyskam.

YKasaHus No MMnaaHTaunm:

1) ImproBone* BCP ncnonb3yetca B hopme rpaHyn.

2} ImproBone* BCP B hopme rpaHyn NnpuMeHseTcs A5 3ano/IHEHUs NyCTOT, UMELWMUX HENPaBUIbHY opmy.

3) WMnnaHTart 4o/HKeH 6biTb MPONUTaH KPOBbIO NauMeHTa AN KOCTHbIM MO3TOM.

4) ImproBone BCP pfonxeH conpukacatbCsi ¢ ry6yatbiM BeLLECTBOM KOCTW. Kpas MOBEPXHOCTM KOCTWU AONXHbl ObiTb
OCBEXEeHbl 1 C/lerka KpoBOTOUNTb.

5) WmnnaHTart 4onxeH 6biTb YNJIOTHEH Ha MecTe.

6) YwwusaHWe paHbl JO/HKHO ObITb MOJIHBIM U BO34YXOHENPOHULaeMbIM.

7)  Xupypr HeceT OTBETCTBEHHOCTb 3a UCMONb30BaHWe COBMECTHO ¢ ImproBone* BCP kakux-nn6o gpyrux MeauumHCKnx
npenapaToB BO BpPeMsi MMMNAaHTaLmm.

Mo6ouHble ah(heKTbl: HexenaTesibHble NOBOUHbIE INPEKTHI HE BbIABNEHDI.

MpoTuBonNokKasaHUA: B LLeIOM, NPOTMBONOKA3aHNA aHaNOrMyHbl yKa3aHHbIM ANA Npouesyp ¢ KOCTHbIMW TpaHCnlaHTaTamu;

OCTpble Y XpOHUYeckne MHGEeKLMM B onepaLMoHHOM nose, cBA3aHHble ¢ 06MeHOB BellecTB 3a60neBaHUA, Ha/lMyne pucka

NPOHVKHOBEHUSI KepaMW4eckux 4YacTul, B CycTaBHble MOAOCTM wAM 0671acTM BOKPYr MO3roBOW 060/104KM  Yepes

onpefiesieHHble y4acTKN KOXM, a TakKKe HEBO3MOXHOCTb CTabunnsaunv gedekra.

CTepunbHOCTb: MNPOAYKT CTepunusyeTca B [BONHOW 06epTKe MWHMManbHOW [030M ramma-usnydyenuma 25 KIP.

CTepunbHOCTb MOXeT GbiTb rapaHTMpOBaHa TOMLKO €CAM ynakoBka He nospexpeHa. HE MOJBEPTATb MOBTOPHOW

CTUPUNN3ALNN. Tonbko Ans o4HOPa30BOro NPUMEHEHUS.

MpenmyuiecTBa: WMMMYHONOrMYeckas Yyrposa OTCYTCTBYET, OTCYTCTBME pUCKA 3apaXeHWUsl, PeHTreHOKOHTPAaCTHOCTb,

OTCYTCTBYET HE06X0AMMOCTb 60/TE3HEHHOTO U3BMIEYEHMA ayTOTPaHCNIaHTaTa, CoKpalleHne BpeMeHy onepauum.

Ytunusauyma: Improbone saBnseTcA 3skonormyeckn 6GesonacHbiM wu3genueMm. He TpebyeTcAa HuMKakas cneuuanbHas

yTunAn3aumsa. YnakoBoUHbI MaTepuan nogsepraeTcs NOBTOPHON nepepaboTke.

TpaHcnopTupoBka: W3fgenus TpaHCNOPTVPYIOTCS BCEMW BUAAMM  3aKPbITbIX TPaAHCMOPTHbIX CPeACTB C 3awuToii OT

aTMocthepHOro BO3AeNCTBMA M B COOTBETCTBMM C MpaBuiamMmu TPAHCMOPTUPOBKM, MPUMEHMMbIMU K TPaHCMNOPTY Takoro

Tvna, npu temneparype ot 1 o 40°C+2°C n BnaxHoctn 40-80%+2%. M3fenue He [O/HKHO Moasepratbecs ANTENbHOMY

BO3ENCTBMIO UCTOYHUKOB Tenna, NPSMbIX CONHEUHbIX lyYeli 1 MOHU3UPYIOLWEro U3/y4YeHUs BO BPEMSA TPAHCNOPTUPOBKK.

Ycnosus xpaHeHua: N3gennsa So/mKHbI XpaHuTbes npu temnepatype ot 20 go 40°C+5°C n BnaxHoctu 40-80%+5%

YNONHOMOYEHHbI npefcTaBuTens Ha TeppuTopuu Poccuiickoli  ®depepaumm — KoMnaHUs € OrpaHUYeHHON
OTBETCTBEHHOCTbIO «MMnnaHT Typy» (OO0 «WmnnaHT Typy»), C 3apernctpupoBaHHbIM OucoM no agpecy: Poccus,
105062, r. MockBa, ynuua MNMokposka, 43, cTp. 2. Ten.: 8(495) 627-637-0, e-mail: info@im plantshop, m

Puc. 13. WHcTpykuma no akcnnayatauun ImproBone BCP.
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TexHuyeckas fOKymeHTauus ong pervuctpaumm ImproBone: tmproBone BCP,

Medbone / ImproBone TCP
Men6oH NHcTpykumsa no NPUMEHEHUIO
BoblgaHo: QR [Hara: 02.07.2019 Bepcusa: C Ctp. 1413 16

OnwucaHue: ImproBone* TCP npeacTaBnseT co60i NOPUCTYH CUHTETUYECKYHO Kepamuky, cogepxalyyro 99,9%

Tpukanbuuiidocear (6eta-TCP), npegHa3Ha4YeHHY0 A5 3aN0HEHNS KOCTHbIX NYCTOT UN AedeKTOB CKeNeTHOW CUCTEMbI.

Coctas: MNopucTasa kepamunka 99,9% Tpukansuuniidpocara - Ca3{P04)2

®opma Bbinycka/ XpaHeHue: Kanbuuii-thochaTHas kepamumka npovsBoauTcs B opme 610KOB, rpaHyn, KpaHuen,

LUNNHAPOB U NPU3M. XpaHUTb B KOMHATHOI TemnepaType.

CsoiicTBa-Bo3aelicTBne: Makponopuctoctb ImproBone* TCP no3BonseT [OCTUYb MNOJSIHOM  OCTEOMHTerpauuu, a

B3aMMOCBA3aHHasA MopucTas CTPYKTypa Crnoco6CTByeT KOMM/IEKCHOMY HOBOOOpPa30BaHUIO KPOBEHOCHbIX COCYAOB B

nMnnanTate. ImproBone® TCP XxapakTepusyeTcs BbICOKO 6GMOAKTUBHOCTbIO W MOABEpraeTcs MOMHOW WAW YacTUYHOM

pe3opbumun. B npouecce 3aXNBNEHNA OH 3aMEHAETCA KOCTbHO.

MpumeyvaHune: kKanbuuii-thochaTHas Kepamuka paspaboTaHa ANnA 3anonHEeHUA NONOCTeN KOCTHOW TKaHW WMAW ycTpaHeHus

[eheKTOB KOCTHOM CMCTEMbI, KOTOPbIE HapYyLLAKT YCTONYMBOCTb KOCTHOW CTPYKTYpbI.

MNpepynpexaeHue! Kanbuwnii-chochatHas Kepammuka He fO/MKHA NOABEPraTbCca KakUM-1nb0o MexaHMYecKUM Harpyskam.

YKasaHusa no umnnaHTauuu:

1) ImproBone® TCP ucnonb3yeTtcs B (hOpMe rpaHyn.

2) ImproBone® TCP B chopme rpaHy/ NpMMeHsieTcsa 415 3anofIHeHUs NyCTOT, UMEKLWUX HEMPaBUIbHYIO hopMy.

3) MWmnnaHTaT 4O/HKEeH ObITb NPONUTaH KPOBbIO NauueHTa U KOCTHbIM MO3FOM.

4}  ImproBone® TCP gonkeH compukacaTbCs C rybyaTbiM BeLiecTBOM KocTW. Kpasi MOBEPXHOCTU KOCTWM AOMXKHbI 6biTb
OCBEXEHbI 1 C/Ierka KPoBOTOUMNTb.

5} WmnnaHTaTt 4osKeH ObITb YIOTHEH Ha MecTe.

6) YwwuBaHue paHbl A0/KHO 6biTb MOMHLIM U BO34YXOHENPOHULAEMbIM.

7}  Xvpypr HeceT OTBETCTBEHHOCTb 3a WMCMO/Ib30BaHNEe COBMECTHO ¢ ImproBone® TCP kakmx-1Mbo Apyrnx MeguumnHCKmMx
npenapaTos BO BpPeMsi UMMNAaHTauun.

Mo604YHbIe aththeKTbl: HexenaTenbHble NO60YHbIE 3PMEKTLI HE BbISBNEHSI.

MpoTuBonoKasaHUA: B LLe/IOM, NPOTUBONOKAa3aHWUA aHaNorMyHbl yKasaHHbIM 4151 NpoLesyp C KOCTHbIMU TpaHcniaHTatamu:

OCTpble Y XpPOHUYeCcKne MHMEeKLMM B ONepaLMoHHOM Mofe, CBA3aHHble ¢ 06MeHOB BeLlecTB 3a60/1eBaHNA, HalMyne pucka

NMPOHWKHOBEHNS KepamMW4yeckux 4YacTul, B CycTaBHble MOM0CTM WAM 061acT BOKPYr MO3roBOl/ 060/104KM  Yepes

onpefeneHHble yHacTKM KOXMW, a TakKe HeBO3MOXHOCTb cTabunmsauum fedekra.

CTepunbHOCTb: MNPOAYKT CTepunusyeTca B [BONHOW 06epTke MUHMManbHOW [0301 ramMma-usnydenua 25 KIP.

CTEepUnbHOCTL MOXeT 6biTh rapaHTWpOBaHa TOMLKO eCAM ynakoBKa He nospexpaeHa. HE MOJBEPFATb MOBTOPHOW

CTUPUTN3ALNN, Tonbko AN o4HOPa3oBOro NPpUMeEHEHNS.

MpeunmMywecTsa: WMMYHOJIOTUYeCKas Yrposa OTCYTCTBYET, OTCYTCTBME pUCKA 3apakeHWsi, PEeHTreHOKOHTPaCTHOCTb,

OTCYTCTBYEeT HE06X0AUMOCTb 6O/TE3HEHHOTO U3BMIEYEHMA ayTOTpaHCNIaHTara, CoKpalleHne BpeMeHy onepauum.

Ytunusaumsa: Improbone saBnsetca askonornvecku 6esonacHblM wusfgenneMm. He TpebyeTcAa HMKakas cneuuasbHas

yTuAn3auma. YnakoBOYHbI maTepran nofsepraetca NoBTOPHOW nepepaboTke.

TpaHcnopTupoBKka: V3genus TpaHCMOPTUPYKOTCA BCEMM BUAAMU  3AKPbITbIX TPAHCMOPTHbIX CPEACTB C 3awuToli oT

aTMoc(hepHOro BO3AeiCTBMA M B COOTBETCTBUM C NpaBmnamy TPaHCMOPTUPOBKU, MPUMEHUMbIMU K TPAHCMOPTY Takoro

Tuna, npu Temnepartype ot 1 Ao 40°C+2°C n BnaxHoctn 40-80%+2%. N3penve He AO/HKHO NoABepratbCcs A/IUTE/IbHOMY

BO3/€ElCTBMNIO NCTOYHUKOB Tenna, NPAMbIX CONHEUHbIX IyYeil 1 MOHN3UPYIOLWEro U3ny4YeHNs BO BPEMSA TPAHCNOPTUPOBKK.

YcnoBus xpaHeHus: M3gennsa AoMKHbI XpaHUTbea npu temnepatype ot 20 o 40°C+5°C n BnakHocTn 40-80%+5%

YNONHOMOYEHHbI  MpeAcTaBuTeNb Ha Tepputopum Poccuiickolt  ®epgepaunm -  KomnaHusa € OrpaHUYeHHoM
OTBETCTBEHHOCTbIO «lMMnnaHT Typy» (OO0 «MmMnnaHT Typy»), C 3aperucTtpupoBaHHbIM odncoMm no agpecy: Poccus,
105062, r. MockBa, ynunua Mokposka, 43, cTp. 2. Ten.: 8(495) 627-637-0, e-mail: mfo@implantshop.ru

Puc. 14. VHCTpyKuma no akcniyatauum ImproBone TCP.
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TexHnyeckas JoKyMeHTaumsa ona perucrpauun ImproBone: ImproBone BCP,

Medbone / ImproBone TCP
Men6oH WMHCTpyKUma no NpYMEHEHNIO
BbigaHo: QR Jata: 02,07.2019 Bepcus: C Ctp. 15u3 16
14.4. CUMBO/IbHbIE 0603HaYeHA
CumBoanveckoe Onncanne
oboanavenne
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CM. MHCTRYKUMIO NO 3KCMAYATaLMK

He ucnonb30BaTe NOBTOPHO

He cneayeT HCNONL30BATL APU HAPYLIEHUWM CTEPU/BHOTO Bapbepa
NPOAYKTa MV erc YNaKOBKW

JiCEs

sTeRILEl R Crepunun3aosaH obayyeHnem
NpovizeoauTent
T Npeaynpexaenve: dezepanbHoii 3akoH (CLUA) orpaHnunsaet
only NpoAaMY A3HHOIO NpenapaTta TONLKO BPayam obuieit npakTUKM UaKn
CTOM2TOA0I3M
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TexHu4yeckasa JoKyMeHTauma gns peructpaupm ImproBone: ImproBone BCP.

Medbone / ImproBone TCP
Men6oH WHCTpYKUMS MO NMPUMEHEHNIO
BbigaHo: QR Jarta: 02.07.2019 Bepcus: C Ctp. 16 u3 16
14.5. MapaHTUM npoussoanTens

Matepuan ImproBone siBAsSiETCA TO/IBKO BCMOMOraTe/lbHbIM CPEACTBOM [/1si KOCTHOMW MIacTviKU.
YcnelwHble pesynibTaTbl He MOryT 6biTb OOCTUTHYTbI B KaXXAOM XUPYPrUYECKOM  Cliyuae.
MoBTOpHas onepauus Mo yAaneHUo WM 3aMeHe MMM/aHTaTa MOoXKeT MnoTpe6oBaTbcs K3-3a
onpefeneHHbIX MEAULMHCKIX COCTOSIHUIA UM OTKa3a YCTPOICTBA.

Copepxumoe ynakosku CTEPUJIBHO, ecnn ynakoBka He BCKpbITa WK He nospexaeHa. MNepep,
MCNONb30BaAHNEM MPOYNTANTE JATy UCTEUYEHNS CPOKA rOAHOCTU. He ucnosb3yiite, ecnm CPoK rogHoCcTU
6b11 NpeBbILWEH. He 1CMonb3yiTe, ecnv yrnakoBKa NnoBpexaieHa.

1 Matepuan ImproBone peHTreHOKOHTpPACTEH M MOXET CKpPbIBaTb 06/1aCTN NOJ WK Hafj,
NnoACcaXkeHHbIM rpadpToOM Ha peHTreHorpamme.

1 Kaxpgas gosa matepuana ImproBone npegHasHayeHa 418 MCNOMb30BaHKs TObKO Ha OAHOM
naupeHTe. He ncnonb3ynTte 1 He CTEPUIN3YIATE MOBTOPHO.

1 BausHue matepuana ImproBone Ha nauMeHToB CO cneayowmumm COCTOSHUAMU HEN3BECTHO;
3apernctpvpoBaHHas rnoyeyHasi 60n1e3Hb
MeTabonmyeckast 601e3Hb KOCTU
BepeMeHHOCTb WM KOPM/IEHWE TRYLBHO
PagunaumoHHast Tepanusi KOCTHOW TKaHW
JonrocpoyHast nHekuus
CeppaeuHo-cocyancTble 3abo1eBaHMs, UCKOHas NaHOBOE OnepaTMBHOE BMELLATE/IbCTBO
BepeMeHHble, KOPMSILLME YKEHLLMHBI
Mepmatpuyeckue nauyeHTbI

1 3dpexT OT CMelIMBaHUsA MaTeprana ImproBone ¢ Nto6bIM APYrM BELLLECTBOM, KPOME COMEBOro
pacTeopa, ayTOMOrMUYHOM KPOBM, KOCTW WK acnuparta KOCTHOrO MO3ra, HEU3BECTEH.

1 HE npunaraiite Ype3MepHble MeXaHUYeCKMe YCuUmst Npu yCcTaHoBKe LMAMHAPOB wn 61okoB. HE
NepPEnosIHANTE UM HE MbITaliTeCb yTPamboBaTb 061acTb KOCTHOrO AediekTa, 3TO MOXET
NMPUBECTU K BbIXOAY NMPOAYKTa 3a npegesibl 061acT ero NpeanosiaraeMoro NpUMeEHeHNs 1
NOBPEXAEHNI0 OKPYXXAOLLMX TKaHER MM MOXKET NPMBECTU K 3aMB0M3aLMK XKUPOB WK
amb0/m3aunn YCTPOoCTBA B KPOBOTOKE.

LWtamn komnaHuu: Medbone Biomaterials / Meg6oH buomatepuanc
/Moanwnce/
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MNepeBog AaHHOro TeKcTa BbINOJSIHEH NepeBogY KOMMNonewyk HaTanbeli FpuropbeBHOM

Poccuiickas ®epgepauus
Nopoa MockBa
WecTHapguaToOro noaa Ase ThicA4n AeBATHaALATOrO roga

A, AkumoB [ne6 bopucosuy, HOTapuyc ropoga MOCKBbI, CBUAETE/bLCTBYHO
noanucu nepesogunka Konewyk HaTanbu MpuropbeBHbI.
Moanuceb coenaHa B MOEM NMPUCYTCTBUN.

JINYHOCT b NOoANMCaBLIEro AOKYMEHT yCTaHOBMEHa.

NOANMNHHOCT b

3aperucTpuposaHo BpeecTpe: N 77/09-H/77-2019- '

B3bickaHo rocygMMéTwwoii nownuHel (no Tapugy): 100py6.
YnnayeHo 3" Kka3aT e y W paBoBOro n TexHn4yeckoro xapakrTepa: 200 py6.

MpowHypo aHoO U cKpenneHo neyaTbld 3 ~nwucT(-a,-

HoTapuyc:
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