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FOR
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sterile viscosupplement device Flexotron Classic for intra-artlcular use containing 1,0 % sodium hyaluronate, 10 mg/ml, 2.0 ml
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Sterile viscosupplement device Flexotron Solo for intra-articular use containing 2.2 %sodium hyaluronate, 22 mg/ml, 2.0 ml
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Instructions for use EN

Version 02 dd. 2019.12.09.

Sterile viscosupplement device FLEXOTRON® Classic for intra-articular-use
containing 1.0 % sodium hyaluronate, 10.mg/ml, 2.0 ml

Sterile viscosupplement device FLEXOTRON® Smart for intra-articular use
containing 1.6 % sodium hyaluronate,.16'mg/ml, 2.0 ml

Sterile viscosupplement device FLEXOTRON® Solo for intra-articular use-containing
2.2 % sodium hyaluronate, 22 mg/m};+2.0 ml

Composition of FLEXOTRON® Classic
1 ml contains:

Sodium hyaluronate 1%/10 mg
Sodium chloride 8,500 mg
Disodium Phosphate dihydrate

Na2HP04 * 2HrO 0,563 mg
Sodium Dihydrogen phosphate dihydrate

MaHrP04 w2HroO 0,045 mg
Water for injection purposes g. s. ad 1/ml

Composition of FLEXOTRON® Smart
1 ml contains:

Sodium hyaluronate 1,6% /216 mg
Sodium chloride 8,500 ‘mg
Disodium Phosphate dihydrate

Na2HP04 *2 H20 0,563 mg
Sodium Dihydrogen phosphate dihydrate

NaH2P04-* 2 H20 0,045 mg
Water for injection.purposes g-s.ad 1ml

Composition=ef FLEXOTRON® Solo
1 ml contains:

Sodium hyaluronate 2.2% /22 mg
Sodium chloride 8,500 mg
Disodium(Phosphate dihydrate

MarHPO4 * 2HrO 0,563 mg
Sodium-Dihydrogen phosphate dihydrate

NaH2P04 * 2HrO 0,045 mg
Water for injection purposes g.s.ad 1ml

Delivery and packaging

Each'variant of FLEXOTRON® is delivered:to the end user consisting of the following
components:

- implant (liquid mixture of components, see the table above) in a pre-filled glass syringe
placed in a blister pack;

- 3 implantation stickers;

- instructions for use.



Description, technical and functional characteristics

FLEXOTRON® Classic / Smart / Solo is a prosthesis of synovial fluid, a sterile, transparent
viscoelastic gel containing sodium hyaluronate 'produced by bacterial fermentation,in
phosphate buffer.

The implant does not contain medicines for medical use, materials of animal and / or human
origin.

Sterility

Appearance

Odour
Color

Implant viscosity at zero shear rate:

- Classic

- Smart

- Solo

Implant pH

Molecular weight

Extractable volume of the implant
Osmolality

Bacterial endotoxines

Implant mechanical impurities:

> 10 pm

> 25 pm

Recommended needle sizes (are

sterile; moist heat sterilized according to"EN
ISO 17665-1 with a sterility assurance'level
(SAL) of 10e.

dear homogeneous viscoelastic solution
(gel)

odourless

colorless, transparent

> 10000 mPa s

> 20 000 mPa s

>50 000 mPa s
6.8-7.4

0.8 - 2.5 million Dalton
>2 ml

270 - 400 mOsmol / kg
<0.5U.l./ml
sub-visible particles

s 25000 pcs/ mi
<5000 pcs/ ml

21G, single use, sterile

not a part of this medical device)

Intended use

Viscosupplementation of a synovial fluid in patients with degenerative, dystrophic and post-
traumatic joints<esions, as well as in individuals with increased loads on injured joints.
Indications

- osteoarthrosis / osteoarthritis (OA) and other degenerative, dystrophic and post-traumatic
lesions of knee;: hip and other synovial joints.

- restoration of.synovial fluid properties within orthopedicjoint surgery, as well as in individuals
who have increased loads on injured joints.
Type of users

Exclusively practicing medical professionals

The product application should be carried out/in aseptic conditions of procedural-and
manipulation rooms by medical personnel who-are-familiar with the technique of intra-articular
injections.

The volume of one implant was designed to be similar to the safe volume of medium‘and large
size adult joints cavity. There are no restrictions for anthropometric and anatomical features
of atarget patient.

Properties and principle of action

Hyaluronic acid is a poly- (2-acetamido-2-deoxy-D-gluco) -D-glucuronoglycan, that is, a
polymer consisting of residues of D-glucuronic acid and N -acetyl- D-glucosamine, connected
alternately by p-1,4-and p -1,3-glycosidic bonds. Due to this polymer structure, large
negatively charged aggregates are formed that absorb water. These units are responsible for




the moisture content, resilience and elasticity, of cartilage tissue (its resistance to
compression).

Intra-articular supplementation of an additional synovial fluid by sodium hyaluronate injections
improves or restores the viscoelastic properties of the natural synovial fluid. Sodium
hyaluronate is responsible for the viscoelastic properties of the synovial fluid, so
viscosupplements can compensate the scarcity of hyaluronic acid in the synovial fluid or its
reduced viscosity, to cushion external loads/on a joint, provides a lubrication, restoration of
elasticity and viscosity, damping, moisturizing and enveloping the joint surfaces, covering by
a lubricating protective layer on a cartilage and synovia receptors. It facilitates to increase the
range of movements and provides mechanical protection of the tissues of ajoint.cavity, wwhich
in turn can improve a course of osteoarthrosis / osteoarthritis and other degenerative,
dystrophic and post-traumatic joint pathelogies.

Based on the clinical information about biodegradation characteristics and therapeutic effects
duration of intra-articular hyaluronic acid, it is assumed that the biodegradation of each variant
of FLEXOTRON® viscosupplement takes from 12 to 24 weeks. The-benefit effects of
treatments are maintained during-at least 6 months.
Contraindications

The product should not be used.for patients

- with a known hypersensitivity reaction to any of the components ofthe product;
- with septic arthritis;

- with skin infections or dermatological diseases at the injection side

- given coagulation inibitars such as Phenoprocumon or Warfarin.

Cautions
Since septic arthritis is.a serious side effect, please follow all.usual precautions for surgical
interventions.

The product should be injected into the articulation. Intra-vascular or intra-tissular injection
should be avoided:

Since no clinical data are available on the use of hyaltrenic acid in children, pregnant or
nursing women,.these patients should not be treated.

The product has to be used before the expiry date indicated on the packaging.
Simultaneous-intake of analgesics or anti inflammatory drugs by oral route may be useful
during the firstidays after treatment.

The product-must not be used in association with quaternary ammonium compounds.

The product-must not be resterilized or reused because of a risk of infection and/or cress=
infection-and/or malfunction of the product.

Only for single use. Do not use a syringe from an epen and / or damaged sterile package. Do
not use.a syringe with an open or damaged cap of a sterile syringe.

In the event of the sterility violation or in case of a suspicion of the implant sterility violation,
the product must be disposed of.

Administration and dosage

Injections are carried out by medical professional in aseptic environment.

Before the implant injection, the contents of the syringe should be visually assessed for
transparency and homogeneity. Clouding, crystallization, staining and / or particles inclusions



may indicate a violation of the product transportation and storage rules. When the above
signs, the implant injection is prohibited.

The use of the product begins with removing_the cap from the Luer head of the prefilled
syringe and screwing the appropriate sterilessharp needle to the syringe tip. For injection a
disposable 21G sterile needle should be used“(not included) It is necessary to disinfect the
skin by an antiseptic. The product is injected;exactly into the joint cavity by standard.-methods,
taking into account a patient's anatomical.features. If a pain increases during theginjection an
introduction to the joint cavity should be discontinued. Unused product cannot be-stored.

A simultaneous treatment of multiple joints is possible. In case of intraarticular edema, before
the hyaluronic acid remedy injection it is necessary to remove the liquid.by aspiration.
Repeated series of treatment are allowed.

A pre-filled 2 ml syringe is intended to treat the knee, hip, shoulder and ankle joints.

For a serial treatment, the following frequency of administration may be recommended:

a) FLEXOTRON® Classic: weekly; 1 injection per week for 3 - 5 weeks. The cycle can be
repeated in a few months (basing on an individual state).

b) FLEXOTRON® Smart: weekly; 1 injection per week for 1-3,weeks. The cycle can be
repeated in a few months (basing on an individual state).

c) FLEXOTRON® Solo: l.injection, a repeated injection can be performed in a few months
(basing on an individual state).
Adverse events

The use of Intraarticular forms of hyaluronic acid in degenerative dystrophic and post-
traumatic lesions of the joints is a well-studied method with an-established safety profile, which
has been used for several decades.

In extremely rare cases, the manifestation of local transient.inflammatory symptoms (pain,
fever, redness and/swelling, exudate increment in the joint cavity) are possible. After an
intraarticular injection, reversible local reactions may occur, such as short-term restriction of
mobility (stiffness), 'discomfort or heaviness in the joint, hematomas. The local application of
ice for 5-10 minutes may reduce these effects.

There are reports of isolated cases of allergic reactions (e.g., itching, rash, urticaria) and
anaphylactictreactions, septic arthritis, interstitial hemorrhages or hemorrhages in the joint
cavity, tendenitis, phlebitis, paresthesia, dizziness; headaches, muscle spasms, fever,
general malaise, peripheral edema after intra-articular injections of hyaluronic acid solutions.
If local or/general symptoms appear, consult a physician.

Biodegradation

Flyalurahic acid is degraded by a family of enzymes called hyaluronidases most of which are
lysosemal, to form monomeric non-toxic_degradation substances (primary degradation
substances are oligosaccharides and low 'melecular weight hyaluronates). In humans; there
are at least seven types of hyaluronidase-like'enzymes. The biodegradation rate depends on
the patient's condition and the characteristics of the individual patient's metabolism.
Degradation of the high-molecular-weight extracellular hyaluronate occurs in a series of
discrete steps generating hyaluronan chains of decreasing sizes. There is no data.about the
negative effect of degradation products on the implant or about their systemic effects in the
human body. Some degradation substances can be utilized in processes of endogenous
resynthesis.




Explantation

In the case of severe reactions, the removal .ef“an implant from the joint cavity can.be
recommended, including lavage In accordance ‘with the current clinical guidelines

If the reaction to the implant was not associated with the individual intolerance'to’ the
components of the product, it is possible to injeet the implant in 3 weeks after an inflammation
subsides.

Interaction

FLEXOTRON®Iine implants successfully, passed preclinical tests and confirmed their
compatibility with biological tissues, cellsiand body fluids with which they come'in contact in
an implantable state. Disinfectants containing quaternary ammonium salts should not be
used, since hyaluronic acid precipitates.in' the presence of these substances.

The information about incompatibility.with other drugs, substances and intra-articular injected
products is currently not available, showever, a medical specialist should carefully read the
relevant information in instructions for;these drugs/substance/products and use with caution.
Special notes

During the first 2 days after the “‘procedure, it is recommended not to overload the joint,
especially to avoid prolonged exertion. In case of fluid aspiration before yiscosupplementation
therapy the appropriate clinical ‘examination should be conducted to-exclude a bacterial
etiology of arthritis.

The product does not affect.the ability of a person to drive vehicles, to engage in other
potentially dangerous activities that require high concentration of/attention and speed of
psychomotor reactions.

Electromagnetic fields and ionizing radiation

The viscosupplement devices are compatible to use in magnetic resonance investigations in
magnetic fields induction at least up to 3 Tesla. Radiation, electromagnetic and magnetic
fields do not affect directly on the implants FLEXOTRON®.Classic, FLEXOTRON® Solo,
FLEXOTRON® Smart and their properties as well as do het trigger any known relevant
subsequent effects in-a human body.

The viscosupplement devices are not amenable to”.visualization through radiological,
ultrasound and other scanning procedures due to the proximity of their physical properties to
the natural components of the human tissues.

Transportation and storage conditions

 between 2°C.and 25°C in the original package,

« relevant humidity 30-60%;

« protect from:light,

« do not freeze,

« avoid shoek,

Keep out of the children reach.

This medical device is transported by all types,oftransport in covered vehicles in accordance
with cargostransportation requirements, rules and laws applicable on each type of transport.
Shelf life

The-shelf life of FLEXOTRONR® is limited of 3,5 years. The expiration date is indicated on the
packaging and is valid under the conditions of transportation and storage. Do not use after
expiration date.

Environmental protection and disposal.

The contents of the syringe are not toxic or flammable.

Unused syringes can be disposed as household waste. Dispose the glass with care.

Unused contents of the syringe before or after the expiration date can be disposed of as
household waste (drained with plenty of water).




The used syringes and needles are classified as epidemiologically hazardous waste (infected
and potentially infected waste: materials and tooels, items contaminated with blood and)/ or
other biological liquids). Disposal of these products is carried out in accordance with local and
state regulations for the disposal of medical waste.

In accordance with SanPiN 2.1.7.2790-10,.the waste of this medical device after usage

Marking symbols
rn] Manufacturer

Manufacturing date
Use up to ...

2s%cC Temperature range
Do not resterilize

Do not reuse
(§) Do not.use with damaged package
|STERL? 1 l Moist heat sterilization

Refer to the instructions for use.

OXI1
A

Caution! Refer to the instructions for use.

Batch number
REF Catalogue number

Protect from the light

Protect from the moisture
Do not freeze

GOST system compliance’ symbol

Warranty

The warranty period is equal to the shelf life of the product. The shelf life of medical devices
is 3,5 years.

The manufacturer guarantees the quality of the products and compliance with the declared
technical specifications for the entire medical devices shelf life In case of following the
appropriate application, transportation and storage conditions. The manufacturer or its



authorized representative provides information and-recommendations regarding risks, as well
as prescriptions, methods and techniques for the usage of the product.
The manufacturing company disclaims all “responsibility and disclaims any warranty
obligations arising from patient injuries or damage that may occur as a result of:
1. The selected method of application and technique for the implant injection in case /of non-
compliance with the established recommendations.
2 Improper appointments, a choice of use“for a particular patient.
3. Medical device usage after the specified expiration date or in violation of storage and
transportation conditions.
Manufacturer and Distributor:

«ANNbBOME/L MM6X», Mepmakus

ALBOMED GmbH, Hildebrandstrasse 11,90592 Schwarzenbruck, Germany

Tel.; +49 (0) 9183-95 69 82-0;.Fax; +49 (0) 9183-95 69 82-9

info@albomed.eu

www.albomed.eu

Authorized representative in Russia

MCNT Import limited company (MCNT Import Ltd.)

Address: Russia, 119071, Moscow, Ordzhonikidze st., 12, building 2,

Tel.: +7 495 786-39-63; e-mail: reaulation@mcnt.ru

The authorized representative of the manufacturer in Russia is empowered to ensure the
processes of product traceability and post-registration monitoring of'the safety of a medical
product in order to detect and prevent side effects that are not specified in the instructions for
use, undesirable reactions when using a medical product, the”features of the mutual
interaction of medical devices endangering the life and health of citizens and health worker.
To perform these functions, MCNT Import Ltd., acting as an authorized representative, or /
and its proxies are entitled to collect post-registration data, communicate safety information
to the subjects of circulation, be involved in corrective and preventive actions, and conclude
appropriate agreements on the exchange of data in relation to these products, if it does not
contradict the legislation of Russian Federation and Eurasian, Economic Union.

Russian registration certificate: Ne XXX 0000/0000 ot 00.00.0000

The list of standards: EN 1SO 14630; EN ISO 10993-1; EN'ISO 10993-5; EN ISO 10993-10;
EN ISO 10993-12; EN ISO 17665-1; EN 556-1:2001/AC:2006; EN ISO 11737-
1:2006/AC:2009;/EN 11737-2; EN ISO 14698-1; EN ISO 14698-2:2003/AC:2006; EN I1SO
11607-1:2009; EN 868-3; EN ISO 15223-1; EN 980; EN'1041;2008+A1:2013; EN ISO 14971
EN 1SO 13485;, MEDDEV 2.7.1.



Urkundenrolle-Nr. 406/2019

Beqgiaubigungsvermerk:

Auf die Vorschriften des Datenschutzes hingewiesen, erklarten die Erschienenen ihr
Einverstandnis, ihre Daten zu speichern, und in Volizug dieser Urkunde zu nutzen an
jDritte zu ubermitteln.

Iforstehende, vor mir volizogene Unterschrift

des Herrn Peter Halfwassen, geb. am 13.04.1952
wohnhaft: Bergweg 8 in 59427 Unna
- von Person bekannt -

hanc/tind als einzelvertretungsberechtigter Geschaftsfuhrer der Albomed. GmbH mit
Sitz iif*chwarzenbruck, eingetragen im-Handelsregister des Amtsgerichts Nurnberg
HR B 71852, was ich aufgrund elektromischer Einsicht in das Register vom
17.12.)K19 bestatige,

beglaubine ich hiermit.

Der Notaw fragte die Erschienenen, ob er Oder eine der mit ihm beruflich
verbundenw Personen in einerAngelegenheit, die Gegenstand dieser Beurkundung
ist, auBerh” des Notaramtes-tatig war Oder ist. Eine Vorbefassung wurde von den
Beteiligten vftneint.

Ich habe die U”unde nicht entworfen und war mit einer inhaltlichen Prufung nicht
beauftragt.

Unna, 17. Dezenreer 2019

Joachi asti, Notar



C aHINNIACKOr0 U HEMEeLKOT O]

AnoaTBepXAalo TOYHOCTb, MPABUALHOCTL
N 4OCTOBEPHOCTb COZlEPXaHUsi TEKCTa 3TOrQ AOKYMeHTa

[Mognucs!  pata: 17 nekabpsa 2019 r.

(nognuce)

XanbBacceH, Mutep [Halfwassen, Peter]

(BOMKHOCTb N NMSA)

OT umeHn 1 no nopyyexHuto Albomed* GmbH.

MH®OPMALIMA MO NCIMOJ/Ib30BAHUIO

LN MEANLNHCKNX U3AEMNIA:

MMmnnaHTaT BA3KO3/ACTUUHbIA  CTEPUAbLHBLIA  ANA  BHYTPUCYCTaBHOW-— MHbekuynn SJIEKCOTPOH Kraccuk

(FLEXOTRON Classic), rnanypoHat Hatpusa 1,0%, 10 mr/mn, 2,0 mn.
MmnnaHTaT BA3KO3NACTUUHbLIA CTEPUNbHbLIA AN BHYyTpuUcycTaBHeil uHbekunn SPJIEKCOTPOH 5 CmapT

(FLEXOTRON Smart), rnanypoHat Hatpusa 1,6%, 16 mr/mna, 2,0 mn.
MimnnaHTaT BA3KO3MACTUYHbIN ~CTEPWUNbHbIA AN BHYTpUCycTaBHOW uHbekuun PNIEKCOTPOHS Cono

(FLEXOTRON Solo), rmanypoHat HaTtpusa 2,2%, 22 mr/mn, 2,0 mn.

«Anb6omen* Tm6X»-JAloomed' GmbH]
XunbgebpangwTpacce 11

90592, r. LLiBapLeH6pykK, MepmaHus

09.12.2019 r.



«CTPYKLVA NO nNpuMeHeHnto EN

*Bllakuyn 02 o1 2019.12.09.

/MvnnaHTar BSI3KO3MACTUUYHbIA  CTEePWUbHbIA AN  BHyTpucycTaBHoli uHbekunn PJEKCOTPOH  Knaccuk
/FLEXOTRON® Classic), rmanypoHat HaTpusa 1,0%, 10 mr/mn, 2 mn.
ViMniaHTaT BSI3KO3/1AaCTUUHBLIA  CTEPW/IbHBIA  ANS  BHYTPUCYCTaBHOL
(FLEXOTRON® Smart), rmanypoHat Hatpusa 1,6%, 16 mr/mn, 2 mn.
MMmnnaHTaT BA3KOSNACTUYHbLIA CTEPWUNbHLIA NS BHYTpUCYCTaBHOW UMHbekuun @PJIEKCOTRPOH® Cono

< (FLEXOTRON® Solo), ruanypoHat Hatpus 2,2%, 22 mr/mna, 2 mn.
CocTtaB ®JIEKCOTPOH® Knaccuk:
B 1 mn coagepxumtca:

nHbekunn @PJIEKCOTPOH®; CmapT

manypoHat HaTtpusa 1%/10mr
Xnopupa HaTpus 8,500 mr
Ounrngpat rugpodocdara HaTpusa

Na2HP04 * 2Hro 0,563"mr
Aurngpat gurngpodocdarta HaTpus

HaHrP04 * 2HrO 0,045 ™mr
Boga ons uHbekuumii 0o o6bema 1 mn

CocTtaB ®JIEKCOTPOH® CwmapT:
B 1 mn copepxutcs:

vanypoHat HaTtpus 1,6%/16 mr
Xnopupg Hatpus 8,500 mr
Ourngpat rugpodocdata HaTpus

MarHPO04 * 2Hro 0,563 mr
Ourngpat gurngpodocdata HaTpus

NaH2P04 * 2H20 0,045 mr
Bopa ons uHbekuumii 0o obbema 1 mn

CocTtaB ®JIEKCOTPOH® Cono:
B 1 mn coagepxuTca:

anypoHat HaTtpus 2,2% /22 mr
Xnopwug Hatpus 8,500 mr
Aunrngpat rugpodocdara HaTpus

Na2HP04 * 2H20 0,563 mr
Aurngpat gurngpodocdata HaTpus

MaH2P04 * 2H20 0,045 mr
Boga onsa nHbekuumii 0o obbema 1 mn

KomnnekT nocrtaBkn n ynakoBKa

Kaxabli BapuaHT ucnonHenns PJIEKEOTPOH® nocTaBnseTcs KOHEUYHOMY. MOfb30BaTe/ito B cCOCTaBe W3 CAEAyLUX
KOMMOHEHTOB:

- UMNaHTaT (KMakas cMeCb KOMMOHEHTOB, CM. Tabnvuy Bblle) B NpeABapuTenibHO 3ano/IHEHHOM Wnpuue B .6JNCTEpPHON
ynakoBKe:

- 3 UMNNAHTaUVOHHbIX CTUKepa;

- MHCTPYKLMS NO NPUMEHEHUIO.



caHve, TEXHUYECKME U (PYHKLUMOHA/TbHbIE XapaKTepUCTUKN
r/fEKCOTPOH® Knaccuk / CmapT / Cosio - nNpoTe3 CMHOBMa/IbHOW XUAKOCTU, CTEPUSbHbLINA, NPO3payHblli BA3KO3NACTUMHbIN
Inb, copepxalymii rmanypoHat HaTpusi, NoslyvyaeMblii MeTo0M GakTepuanbHoW hepmeHTaumm, B pocdaTHom Bydepe.
MMnnaHTar He cofepXuT JIeKapCTBEHHOro cpeacTBa A1 MEAULMHCKOro MNPUMEHEHUs, MaTepuasioB XMUBOTHOMO M (1nu)
YesI0BEYECKOrO NMPOUNCXOXAEHUS.
TexHn4eckne cneymdukKaunm:
CTepunibHOCTb CTEPW/IbHO; CTEPUIN30BAHO
aBTOK/1aBupoBaHnem no ctaHgapTy EN
ISO 17665-1 c ypoBHeM obecneyeHuUs
cTepuabHOCTM (SAL) HO®.

Bug, YNCTbIA FTOMOreHHbI pacTBop (renb)
3anax 6e3 3anaxa
Liset 6ecuBeTHbIN, NPO3payHbIi

BA3kocTb nmniaHTarta npu HyneBon
CKOpOCTK casura:

- Knaccuk > 10000 TMNa c
- Cmapt >20000TMa c
- Cono >50000T1tMa c
pH nmnnaHTta 6,8-7,4
MonekynsapHbIA Bec 0,8 - 2,5 munnuon fa
N3BnekaembIii 06bemM nMNIaHTara 22 wmn
OcCMONANbLHOCTL 270 - 400 mOcmonb/Kr
BakTepuasibHble 3HOOTOKCUHbI < 0,5 ME/mn
MexaHnyeckne npumMecu B UMMIAHTE: cy6BManMbIe HacTULbI
> 10 MKM < 25 000 W/ Mmn
> 25 MKM S5000 wt/ mn
PekomeHayeMble pasmepbl ura (He 21G, ogHopa3oBble, CTepPUNbHbIE
ABNAKOTCA YacTblO 3TOr0 MeAULMHCKOro
nsnenus)

Ha3Ha4veHne

BA3koanacTuyHoe npoTe3npoBaHMe CUHOBUANBLHOM >XWAKOCTM Yy NauMeHTOB C-. [ereHepatmBHO-AUCTponYecknmMn un
nocTTpaBMaTnUYeCKNMN MOPaXKEHUSAMU CYCTaBOB, a TakKXe Yy /L, UMelLWwMX MOoBbIleHHble Harpy3ky Ha MoBpexAeHHble
CyCTaBbl.

[NokasaHuA K NMPUMEHEHUNO

- ocTteoapTput / ocTeoapTpo3 (OA) v _papyrve pereHepaTuBHO-AUCTPOUYECKME W MOCTTpPaBMaTUYeCKue ropaxeHus
KOMIEHHbIX, Ta306epEHHbIX N APYTUX CUHOBUa/IbHBIX CyCTaBOB.

- BOCCTaHOBJ/IEHNE CBOWCTB CMHOBMa/IbHOM XWUAKOCTM MNPV OPTONEeAMYeCcKOolr XMpyprum cycTaBoB, a TakXe Y /UL, “UMeroLLmnX
MNOBbILWEHHbIE HAarpy3kn Ha NOBPEXAeHHbIE CycTaBbl.

KaTeFOpI/IFI nonb3oBaresiei

NcknounTesibHO NMpakTukylowme spaun-cneyuanncramm.

BefeHve npogykra [O/HKHO BbINOAHATLCA B acenTUYeCKUX YCN0BUAX. MpouefypHbIX U MaHUNyAAUMOHHBIX., KabuHeToB
MeAULNHCKMMN paboTHUKaMK, BNagelownmMmn TEXHUKON NHTPaapTUKYSPHBIX MHBEKUNIA.

O6bemM ofHOro MmmnaHTaTa NpueAMmKeH K 6esonacHomMy o6bemMy cpegHUX 1 60MbLINX CYCTaBOB B3pOC/IOro \yenoseka. Her
Kaknx-nmobo orpaHnyeHnin No aHTPOMOMETPUYECKUM Y aHATOMUYECKNM-OCO6EHHOCTAM LeNeBoro nauneHTa.

CaoiicTBa 1 NpuHUMN aelicTBus

MmanypoHoBass kucnoTta npegctaBnseT coboi nonu-(2-auetaMupo-2-4e30Kcn-0-rntoko)-0-rioKypoHOrankaH, To ecTb
nosiMMmep, COCTOSALWMNI U3 ocTaTkoB D-rntoKypoHOBOW KucnoTbl M M-aleTtun-O-rftoKko3amMmuHa, COeAUHEHHbIX noovepéaHo P-
1,4- n p-1,3-rnKo3ngHbIMuK.-.CBA3AMU. Bnarogaps Takol NONMMEPHON TpexMepHOW CTpyKType ¢opMUPYIOTCA KpyrHble
oTpuuatesibHO 3apsKeHHble-arperaTbl, yAepxusatrolmne sofdy. ST, arperatbl oTBeyalT 3a BjlarocogepixaHuve, ynpyrocts u
3/1aCTUYHOCTb XPALWEBOW TKaHW (YCTOMUYMBOCTb €€ K KoMMnpeccuu):

BHyTpucyctaBHOe oboralleHue CUHOBUaIbHOM XUAKOCTM MHBEKLMAMWU rmanypoHaTa HaTpus CnocOBETBYET Y/yULIeHNo Un
BOCCTaHOB/IEHVNIO BA3KOYMPYrMX CBOWCTB €CTEeCTBEHHOW CUHOBWANbHONM >XMAKOCTW. [ManypoHaT—HaTpus oOTBedyaeT 3a
BSA3KOYNpyrne CBOWCTBA'-/CUHOBMANIbHOW XWAKOCTW, TakuM=-06pa3om BA3KO3/1lACTMYHOE NpOTe3npoBaHue Mo3BosSeT
KOMNeHcMpoBaTb HeAOCTATOYHOCTb TMa/lypOHOBOW KWUC/OThl ) B CUHOBUA/IbHOW XWAKOCTU WA CHXKEHUe eé BA3KOCTH,
CMArYnTb BHELIHME /~HArpy3kn Ha cycTaB, obecneynBaer cMasblBaHWe, BOCCTaHOBJIEHME \YNPYroctu U BA3KOCTH,
amopTu3auunto, yBnaxHeHve 1 o06BONakMBaHMe CyCTaBHbIX) MOBEPXHOCTEW, MNOKpbiBas CMasblBalowWwMM 3awUTHbIM CHoeMm
XpALW, 1 peLenTopbl:CUHOBUN. STO NOMOraeT yBe/IMYnTb(06bEM ABMXEHUIA N obGecneymBaeT MexaHWYecKyto 3alWnuTy TKaHewn
NnoJsIoCTM CyCTaBa;:YTO B CBOIO ovepefb MOXET y/lydllarb.TeyeHue octeoparposa / ocTeoapTpuTa 1 Apyrux gereHepaTtuBHO-
ONCTPOdIMYECKNX U-NOCTTPaBMaTUYeCKMxX NaTosiornii CycraBoB.

Ha ocHoBaHWW .KNWHMYECKMX CBefeHuii 06 0CO6eHHOCTAX 6uoaerpagaunn n NPOAO/HKUTEbHOCTUN siedebHbIX 3deKTOB
BHYTPMCYCTaBHOFO, BBEAEHNS TMa/lypOHOBOW KUC/MOThL Npeanonaraetcs, 4To 6uogerpagaumsa. Kaxka0ro BapMaHTa MCNOHEeHUs
BA3KO3/1aCTUYHOrO nMmnaaHTtaTta "®/IEKCOTPOH®" RponcxoguTt B CPOK OT 12 no 24 Hepenab: KnuHnueckuii acpd ekt neveHus
coxpaHsieTcsl B Te4eHue He MeHee 6 MecsLeB.



/nBONOKa3zaHuA
/6nvie He O/MKHO UCMNO/L30BATLCSA MPUY JIeYEeHUN MNaLNEeHTOB:
/tOIOLLMX NOBBILIEHHYHO YYBCTBUTE/IbHOCTb K O4HOMY U3 KOMMOHEHTOB U34ENVS;
,(hbagarolmx cenTUUEeCKUM apTPUTOM:
NpajalWmx MHPEKLUMSMU KOXN NN AepMaTosiorTMyecKuMmn 3ab6oeBaHusiMm B 06/1aCTU UHBEKLMN;
NMPUHMMAOLWNX aHTUKOArysiHTbl, Takne kKak, Hanpumep, ®eHonpokyMoH unn BapdapuH.

Mepbl NpefoCTOPOXHOCTHU

Mo nNpuynHe TOro, 4YTO CeNTUYECKUn apTpUT SABNAETCA Ccepbe3HbIM MNO60YHbIM 3ddekTom, Heob6xoaAMMO cobnigatb Bce
cTaHAapTHble Mepbl NPefOCTOPOXHOCTU A/19 XMPYPTrMYecKMX BMellaTebCTB.

N3pgenve npegHasHayeHO [ANA  BHYTPUCYCTaBHOIO BBefeHMsA. Heobxoaumo uvsberaTb  BHYTPUCOCYAUCTOrO WU
BHYTPUTKaHEBOro BBeAeHUS U3aenus.

BBuAy OTCYTCTBUS K/IMHMYECKMX A@HHbIX MO MPUMEHEHUI0 TManypOHOBOW KUCAOTbl NPWU NevyeHUn aeTei, (6epeMeHHbIX uam
KOPMSALLMX XEHLLMH, n3beraTb UCNOMbL30BaHNA N3LENUA Y AAaHHbIX FPynn NauMeHToB.

N3penue crnepyet UCnonb3oBaTh A0 NUCTEYEHUS CPOKa FOAHOCTU, yKa3aHHOro Ha ynakoBKe.

B nepBble AHM NOCNE MHBEKUUN MOXET ObITb NOJSIE3HbIM NepopasibHbIA NpUeM aHanbreTMKoB UKW NPOTUBOBOCNAINTENbHbIX
NeKapCTBEHHbIX CPeACTB.

MpuMeHeHne n3[enns COBMECTHO C YHeTBEPTUYHBLIMU COeANHEHUAMN aMMOHUS 3anpeLLeHo.

MoBTopHas cTepuinsaunsa U NpUMeHeHVe un3genns 3anpeleHbl> No NpUUYUHE HaIMUYMSA pUcka BO3ZHUKHOBEHUSA WHQeKuumn,
nepekpecTHOW UHMekunn n (Mnn) gedexkta n3genus.

Tonbko ANA 0A4HOPa30BOro0 WCMNOMb30BaHUA. He MCNonb30BaTh LWNPUL M3 OTKPLITOW WKWK NOBPEXAEHHON CTepunbHOM
ynaxkoBku. He ncnosib3osaTtb LWNPUL, C OTKPLITLIM U/ MOBPEXAEHHbLIM KONMNAaYKoOM CTEPUILHOMO WAPULA.

Mpu HapyweHUn CTEPUNIBHOCTU WM NOAO3PEHUM O HapyWeHUn CTEPUIbLHOCTM WMNAAHTA “uU3genne [OO/MHKHO OblTb
YTUN3NPOBAHO.

Ha3HauyeHue u go3mpoBaHue

WNHBbekumn npoBoAATCA Bpayamu-creLmaIncramm B acenTuHecknx ycnoBusx.

Mepen BBeAeHWEM WMMNIaHTaTa cofepXkumMoe wWnpuba [AO/KHO ObiTb BU3ya/lbHO OULEHEHO Ha npo3pavyHoCTb W
OfHOPOAHOCTb.  [MOMYTHEHWe,  KpucTan/uMsauusi, MAOSBMIEHWE  OKpacku  W/WAM  VHOPOAHLIX  BK/IOYEHUA  MOXeT
CBUAETENbLCTBOBATbL O HapyLleHWVM MpaBua TPaHCMOPTUPOBKM W XpaHeHus wusgenusa. Fipy nosBNeHUn BbllleyKas3aHHbIX
NpU3HaKoB BBeJeHNe MMnaaHTata 3anpeLeHo.

MpumeHeHne U3fenna BKIOYaeT B ceba CHATME KOANadka C Hacagku Jlloapa npensanoaHeHHOoro wnpuya n npuBuHYMBaHmne
K Hacajke COOTBETCTBYHOLWEN CTEPUNLHON WI/bl €-:0CTPbIM KOHLOM. 15 MHbeKLMM HeOBX0AMMO NCMOIb30BaTh OAHOPa30Bble
cTepusbHble WrNbl pa3mepom 21G (He BXOAAT B KOMMJIEKT rocTaBku). Heo6xoanmMo npoaesnHuumMpoBatb KOXy
aHTucenTukoMm. lpenapat BBOAATCA TOYHO B«llO/IOCTb CycCTaBa MO CTaHAAapTHbIM/‘METOAMKaM, Y4YUTblBad aHaTOMWYeckue
ocobeHHOCTU nauueHTa. BeegeHne B NOMOCTb) cycTaBa [O/IKHO ObITb MpPeKpaweHo npu BoO3pacTaHuuM 601M BO Bpemsi
VHBbeKUuMn. Hencnosib3oBaHHOE CPEeACTBO He NOANEXUT XPaHeHUIo.

BO3MOXHO OfHOBpeMeHHOEe JieHeHMe HeCKO/IbKMX CyCcTaBOB. B cryvyae BO3HWKHOBEHWS BHYTPUCYCTaBHOrO OTeKa.nepep
BBeAeHNEM TMaslypOHOBOW KUCIOTbl HEOOXOANMO YAAIUTbL XUAKOCTb MeToAOM acnmpauuun. JonyckatTca NOBTOPHbIE LMKbI
neyeHus.

MpeaBapnTenbHO 3anoOJIHEHHbLIA WNpUY, o6beMoM 2 M MpegHasHadeH | AAA e4vYeHWs KOJeHHOoro, Ta3obefpeHHoro,
nsie4eBoro 1 ros1IeHOCTOMHOrO CyCTaBOB!

Ha umkn nevyeHnss moxeT 6bITb peKOMeHZIoBaHa cneayowas /1epnognN4HoOCTb BBeeHUS:

a) ®JIEKCOTPOH® Knaccuk: exeHefie/ibHO; 1 WHBbeEKUUs B Hedento B TedyeHue 3-x - 5-Tu Hepenb. Lukn moxeT 6bITb
NOBTOPEH Yepes3 HeCKOJIbKO MecALeB.- (0 NHANBUAYAIbHOMY COCTOSIHUIO).

6) ®JIEKCOTPOH® CmapT: exeHefiesibHO; 1 MHBbeKuna B Hefento B TedeHue 1-3-x Hedenb. LMk MoxeT 6GbiTb NOBTOPeEH
yepes HeCKosIbKO MecsiLeB (Mo UHANBUAYAIbHOMY COCTOSIHUIO).

B) ®/IEKCOTPOH® Coso: 1 HbeKLMA, NOBTOPHOE BBEEHME Yepe3 HECKObLKO Mecsaues (Mo NHANBUAYaNIbHOMY COCTOSIHUIO)
Mo6ouHble fencTBuA

MpumeHeHne BHYTPUCYCTaBHBLIX ¢opM  rnanypoHoBoli KUCNOTbI npu fereHepaTtuBHO-ANCTPOMPUYECKUX 7]
NOCTTPaBMaTUYECKUX TMOPaXKEHUAX CYyCTaBOB SBJ/ISIETCA XOPOLWO W3YyYeHHbIM METOAOM C YCTaHOBAEHHbLIM npodunem
6e30MNacHOCTM, NMPUMEHSAIOWMUMCS Ha MPOTSAXEHUUN HECKONIbKUX AeCATUNETUIA.

B kpaliHe pefkux criydasx BO3MOXHO MPOSB/IEHNE MECTHbIX BPEMEHHbIX BOCMaINTENbHbIX CUMNTOMOB:(60/b, NOBbIWEHNE
Temrnepartypbl, [MOKPACHEHWE U OTEYHOCTb, YBe/INYeHMe .COofAepXaHusa 3Kccygata B NosioeTu cyctasa). [locne
BHYTPUCYCTaBHOW WHBEKUUI MOTyT BO3HMKaTb Takue obpaTuMble MeCTHble peakuuu, Kak KpaTKOBpPeMeHHOoe orpaHuyeHue
noABMXHOCTN (CKOBaHHOCTE), YyBCTBO AMUCKOMMopTa Un TaxeCTn B cycTaBe, remMatombl. [posiBNgHuUe faHHbIX CUMMTOMOB
MOXHO YMEHbLIUTb MPUKIaAbiBaHNEM NbAa K MECTY UHBbEKUUU BiTevyeHne 5-10 MUHyT.

NmeloTcs COOOLLEHUA-—O0 EeAVUHUYHBIX Cay4dasax aIepruyecknx peakuwii  (Hanpumep, 3yA, CbiNb, KpanuBHULA) W
aHauIaKTUYeCKUX peakuunii, CenTUYeckoro apTpuTa, BHYTPUTKAHEBbIX KPOBOTEYEHUAX WM KPOBOWU3IUSAHUSAX B MOMOCTb
cycTaBa, TeHAeHuTax, daiebutax, napecresmsax, royIOBOKPY>XEHUAX, TOMOBHbIX 6OMAX, MbIWeYHbIX crna3mMax, YyBCTBe xapa,
obLlem HegoMOraHu, nepudepmnyecknx oTEKOB Npu BHYTPUCYCTaBHOM BBeAEHUM pPacTBOPOB [MaAypPOHOBOW KMCNOTbI.

Mpn NosABIEHUN MECTHBLIX UM 0BLWMX CUMMTOMOB C/leflyeT.[IPOKOHCY/IbTUPOBAaTLCSA C BPavyoOM.

Buopgerpagauusa

MmanypoHoBas KUCNoTa QAerpagvpyeTcsa cemMelcTBOM (hepMeHTOB, Ha3dbiBaeMblX rvasypoHugasamu, 60/bLNHCTBO U3
KOTOPbIX IN30COMaJIbHble, C 06pasoBaHNEM MOHOMEPHbLIX HETOKCUYHbIX /IPOAYKTOB Aerpagaunn (NepBUYHbIMU NPOAYyKTaMm
nerpajauum SBASAIOTCA onNurocaxapugbl W rnanypoHaTbl C HU3KOW MOSeKynsipHol waecoil). B opraHuMsme uvenoBeka
CYLLEeCTBYIOT MO MeHblUeil Mepe ceMb TUMOB rMasypoHNAa3onofobHbIX hepmeHToB. CKOpoCTb 6uogerpagaunm 3aBUCUT OT
COCTOAAHUA 1 ocobeHHOCTeli MeTabosM3mMa KOHKpPeTHOro nauveHTta. [erpagauvs BbICOKOMOJIEKYNSAPHOrO BHEK/1ETOYHOrO
rmanypoHara npoucxoauT B BuAe psfa OTAe/IbHbIX 3TarnosB, FeHepUpyLWMX rMasypoHoOBble Uenu YyMeHbLlalowWwmxcsa
pasMepoB. [laHHbIX O HeraTMBHOM BUAHUM MPOAYKTOB fAerpajauun Ha UMMAaHT WA 06 Kakux-imbo UX CUCTEMHbIX
adphekTax B Tesie yesioBeka, HeT. HekoTopble NPoAyKThl Aerpajaumnm MoryT 6biTb UCMOMbL30BaHbl B Npoueccax 3HAOreHHoro



nresa.
NleHne nMmniadTa
nyyae BblpaXXeHHbIX NPOAB/IEHUA MOXEeT 6bITb PEKOMEHA0BAHO yAaneHne nMmrnaaHTa u3 nosiocTn cycrasa, B TOM-4vcne ¢
MIMEHEHVIEM flaBaka COr/lacHO AeNCTBYIOWMM KTMHUYECKUM peKOMeHaaLnsaMm.
LW peakuus Ha MMnaaHTar He 6blia cBA3aHa C MHANBUAYa/IbHOM HENEPEeHOCUMOCTbIO KOMMOHEHTOB M34eNns,“BO3MOXHO
ABTOpHOE BBeAEHMe nMnaaHTara cnycta 3 Hefenm rnocrsie CTUxaHus BOCNaIMTeNbHbIX ABIEHWA,
B3aMmogeincTeme
WmnnaHtatel nnHekn ®IEKCOTPOH® ycnewHo Npowan AOKAMHUYECKMe UCMbITaHUS WU NOATBEpAWSIN COBMECTUMOCTb C
'6BMONOrMYECKUMN  TKAHAMMW, K/IETKaMU U XUOKOCTAMU OpraHnu3ma, C KOTOPbIMUM OHU KOHTAKTUPYHT B MMRAAAHTUPYEMOM
IcocToAAHMN. He criegyeT NpUMeHATb Ae3nHUUMpYoLLne cpeacTBa, cofepxaline conm YeTBEPTUYHOIO aMMOHUA, MOCKOJIbKY
rmaslypoHoBasl KucsoTa ocaxpgaeTcs B NPUCYTCTBUM 3TUX BelecTB. CBefleHUs 0 HECOBMECTUMOCTU C ApYrMMu-niekapcresamu,
BelecTBamMn U BHYTPUCYCTaBHbIMW MHBEKUMOHHBbIMW NMPOAYKTaMW Ha AaHHbI MOMEHT OTCYTCTBYIOT, OAHAKO, MeAULNHCKUI
cneymanuct [0JIKeH BHUMAaTE/IbHO 03HaKOMUTbLCA c nHopmavnmei B WHCTPYKLNAX K OaHHbIM
nekapcTsam/BellecTBaM/NpoayKTam 1 Nnosib30BaTbCsi C OCTOPOXHOCTLIO.
Ocobble ykasaHus
B TeyeHve nepBbIX 2 CYTOK MoOcne NpoBefeHus Mpoueaypbl PpeKOMeHAyeTCsA He rneperpyxaTb CyCTaB;-0COO6eHHO cnepyer
nsberatb ANMTENbHOM Harpy3ku. MNpu NonyvyeHUM acnupaumoHHOW, XMAKOCTM nepes nNpoBefeHueM /BUCKOocan/IMMeHTapHo
Tepanuu criegyeT NPOBECTU COOTBETCTBYIOLLNE MCCNeA0BaHNSA AAS NCKNIOYeHNA 6akTepruanbHOl 3TMOAOFTUN apTpuTa.
MpoayKT He BAMSAET Ha CrNOCOOHOCTb YesioBeKa YNpaB/isaTh..aBTOTPAHCNOPTOM, 3aHMMaTbCA APYTMMW  NOTEHUWaSIbHO
onacHbIMWU BUgamMun OeSATe/IbHOCTU, TPeOYyLWMMN MOBbIWEHHOV KOHLEeHTpauum BHMMaHus W 6bICTPOTbI NCUXOMOTOPHbIX
peakuuii.
SNeKTpoMarHUTHbIEe NMOoJiIA N NOHU3UpPYoLLee U3nyydyeHue
BA3KoaNacTUYHbIe UMMAaHTaTbl COBMECTUMbI A1 MCMO/b30BaHUSA B YCMOBUSAX MarHUTHO-pPe30HaHCHbIX UccnefoBaHuii npu
VHAYKUMM MarHUTHOro noss no MeHbleil mepe o 3 Tecna. PagnaunoHHble, 3N1eKTPOMarHUTIHble M MarHWTHble MOAS He
OKa3bIBalT NpsAMoro apgekra Ha uMmnnaHtatel ®JIEKCOTPOH® 1”accuk, PJIEKCOTPOH®. Cono, PJIEKCOTPOH® CmapT
M MX CBOWCTBa, a TakKXe He BbI3bIBAIOT Kakux-nmbo./M3BECTHbIX COOTBETCTBYHOLMX nocaeayowmx adekToB B Tene
yesioBeKa.
Bs3koanactnyHble uMniaHTaTbl He NogjatTcs BuU3yaamsauuu nocpeacTBoOM pPafnosIorMyecknX, YNbTpasByKOBbIX U APYTUX
CKaHMpyloWwmx npouenyp BcneacTBue 61M30CTM CBOUX (DM3MYECKUX CBOMCTB K €CTeCTBEHHbIM KOMMOHeHTaM TKaHel
yesioBeka.
Ycnosus TpaHCNOPTUPOBAHUA N XpaHeHUs
¢« 0T 2 °C go 25 °C B opuruHasbHOM ynakoBke,
* NpY OTHOCUTESIbHOW BriaxHocTn 30-60%;
e 3aWMaTh OT CBETa;
* He 3aMOpaxuBaTb;
* n3beraTb yaapoB 1 pPe3knx BCTPSAXUBAHWIA.
XpaHuTb B HEAOCTYMHOM ANA AeTeil mecTe.
[JaHHOe MeAuUMHCKOE wu3fenuve TPaHCMOPTUPYETCA BCEMU BuAaMu TpaHCrnopTa B KPbITbIX TPaHCMOPTHbIX cpefcTBax B
COOTBETCTBUN C TpeboBaHUAMMW, MNpaBWAAMW W HOPMATMBHbIMW [OKYMEHTamMM MepeBO3KM [py30B, [AEACTBYIOWUX Ha
TpaHcnopTe Kaxaoro suaa.
Cpok rogHocCTHn

Cpok rogHoctn ®JIEKCOTPOH orpaHndeH 3,5 rogamu. [lata WCTeYeHUsA CpoOKa rOAHOCTU YyKa3aHa Ha YRaKoBKe U
LelicTBUTeNIbHA MpU COG/MIOAEHUN YCAOBUI TPaHCMOPTUPOBKM W XpaHEHWS. He wucnonb3oBaTb MOC/Ae WUCTEYEHUA CpoKa
rofiHOCTM.
3aunTa okKpyXxarluliein cpegbl U yTuansayms.
CogepxaHue wnpuua He ABAAETCATOKCUYHbIM UM OFHEONACHBIM.
Heuncrnonb3oBaHHbIE WNPULLI MOEYT 6bITb YTUN3MPOBaHbI B Ka4ecTBe BbITOBbIX 0TX0A0B. CTEK/10 criefyeT YInIm3nposatb ¢
OCTOPOXXHOCTbIO.
Heuncnonb3oBaHHOEe COAEPXKMMOE wWNpuLa A0 WIW MOC/e UCTEYEHUS CpOKa rOAHOCTU MOXeT ObITh( YTUAM3NPOBaHO B
KayecTBe ObITOBbIX OTXOA0B (CNUTb C 60/IbLUIMM KOIMYECTBOM BOABI):
Mcnonb3oBaHHbIe WNPULbI UUTTIbl OTHOCATCA K SNUAEMUOIONMYECKU OnacHbIM oTxoAamM (MHuunpoBaHHbIe U NOTEHLNaNbHO
VHULUMPOBaHHbIE OTXOAbl:; MaTepuasbl U UHCTPYMEHTbI, NpeaMeTbly 3arpsA3HeHHbIe KPOBbIO /NN APYFUMU BUNONOTNYECKUMU
XNAKOCTAMM). YTUNmsauns-gaHHblX u3genvii NpoBogMTCA B COOTBETCTBUM C MECTHbIMW W rocyapeTBeHHbIMWU HOPMaMu Mo
yTUAmM3aunm MmegnumMHCKNX 0Txon0B.
B cooTtBeTcTBMN € CaHluH 2.1.7.2790-10, oTxoAbl 4aHHONo0 MeAWLUHCKOro n3aenna nocse npuMmeHedmnsa OTHOCATCA K Knaccy
B: anugemMmnonornyeckn ornacHble oTXoabl.
CVMBOJIbl MapKNpPOBKU

M3reToBuTenb

il
Ll,aTa N3roToBseHnsA

Mcnonb3oBartb A0 ...

- TemnepatypHblii AnanasoH
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3anpeT Ha NOBTOPHOE MCMO/b30BaHNe
He ncnonb3oBaTth Npu NMOBPEXAEHUN YNAKOBKM

CTepunusayusi napom
O6paTUTECh K UHCTPYKLMK NO NPUMEHEHNIO

OcTopoxHo! O6paTuTech K MHCTPYKLMM MO NPUMEHEHWH0

Kopg naptuun
Homep no katanory

He nonyckaTb BO34eNCTBUSA COMTHEYHOrO CBETa
Bepeub OT BNarun
He 3amopaxwnsaTtb

3HakK COOTBETCTBMUA NpU [eKknapupoBaHUM COOTBETCTBUA B
cucteme NOCT

apaHTuun
FapaHTUIHbLIA CPOK COOTBETCTBYET CPOKY roAHOCTU u3gesninsa. Cpok rogHOCTM MeauLMHCKUX n3genuii coctaenseTt 3,5 roga.
MpousBoauTeNnb rapaHTMpyeT KayecTBO W34eNuii 1, COOTBETCTBME 3asB/IeHHbIM TeXHUYECKUM creundukaumsam B TeyeHue
BCEro cpoka rogHocTu npv Co6/0AeHUN YCNOBUI SKER/lyaTaunumn, TpaHCNOPTMPOBaHUA 1 XpaHeHns. MpounsBoguTesib UNu ero
YNO/THOMOYEHHbIN NpeAcTaBuUTENlb NPefoCcTaBsAeT MHOPMaUNIO W peKoMeHAaLuu —BY) OTHOLIEHWN PUCKOB, a Takxke
npeAnucaHns, MeTofbl N TEXHUYECKUE NpueMbl ANF-NPUMEHEHUA U3LENNA.
KomnaHusa-nponsBoanTesib CHMMaeT ¢ cebs BCO:OTBETCTBEHHOCTb M OTKa3bIiBaeTCs OT/ TapaHTUHbIX 06A3aTeNbCTB B CBA3M C
TpaBMamu naumeHTa nam yuepbom, KoTopbli MOXET MMeTb MeCcTO B pe3y/ibTaTe:
1. BblbpaHHOro crnocob6a MNpUMEHEeHUs U TEXHUYECKOro rnpuema BBefEeHUSA UMMIaHTa Npu HecobioAeHUN YCTaHOBJ/IEHHbIX
pekomMeHaaumii.
2. Henoaxopaswero Ha3sHayeHus, Bbl6opa MCNONB30BaHUA A1 KOHKPETHOro nauneHTa.
3. lVcnonb3oBaHna u3genus rnocne UCTeYeHUst yKa3aHHOro cpoka rofHOCTU WAW: NPU HapyLleHUsaX npasBui XpaHeHus u
TPaHCNOPTUPOBKN.
M3rotoButenb n gucTtpmnbbloTop:

«AJIbBOMEL Tm6X», N'epmaHus

ALBOMED GmbH, Hildebrandstrasse 11,90592 Schwarzenbruck, Germany

Ten.: +49 (0) 9183-95 69 82-0; chakc: +49 (0) 9183-95 69 82-9

info@albomed.eu

www.albomed.eu
YNnonHOMOYEHHbIN NpeacTaBuUTeAb Npon3BoanTens B Poccun
O6LecTBO C OrpaHNYeHHON OTBETETBEHHOCTLIO «MKHT MMnopT» (OOQ " «MKHT NmnopT»)
Appec: Poccus, 119071, MockBay yn. OpaxoHuknase, 4. 12, ctp. 2.
Ten.: +7 495 786-39-63; e-mail: reaulation@mcnt.ru
YNoNHOMOYEHHbIi  npeAcTaBUTeNlb  npousBoguTensa B Poccuune’ HapgeneH npaBamu  oGecrnedvyeHnss  NpoLECCOB
npocnexnsaeMoCcT MNPoOAYyKLUU N NOCAeperncTpaumoHHOro MOHUTOPUHra 6e30nacHOCTU MeAULMHCKOLO n3faenunsa B uensx
BbIABNIEHMA W NpefoTBpalleHNs MOOOYHbIX AEeNCTBUI, He yKa3aHHbIX B WMHCTPYKUUW MO MNPUMEHEHWIO, HexenaTeslbHbIX
peakuuii Npu NpUMMeHeHNn MEeSULMHCKOro n3aenns, ocobeHHoCTeld B3auMoAelicTBMA MeANLMHCKUX UBAENA Mexay COO6O,
hakToB N 06CTOATENLCTB, .CO3[aOWNX YIPO3Y XU3HU U 300POBbIO-TpaxXaaH U MeAULNHCKUX paboTHUKOB. NS BbINOSHEHUS
OaHHbIX hyHKUMA OO0 «MKHT MmnopT», AecTBYA B KayecTBe/ YNO/ITHOMOYEHHOro NpeAcTaBUTeNs;-UAnN/\N ero AOBEepPeHHbIe
nvua HageneHsl NpaBoM-CobupaTtb nocseperucTpaymoHHble AadHble, JOBOANTL [0 CyObEKTOB obpaleHna nHgopmalmio rno
6e30MacHOCTN, BOB/eKaTbCA B MepPONpUATUA NO BbIMNOJHEHWO KOPPEKTUPYIOWMX W MPEeBEHTUBHBIX AENCTBUIA, a Takxe
3aKk/04aTb COOTBETCTBYHLME COrnaleHms no o6MeHy AaHHbIMW B OTHOLIEHUW 3TOW NPOAYKUWUN, (ECAIN 3TO HE MPOTUBOPEYNT
3akoHofaTenbCcTBY Pocecuiickoin ®epepaumn n EBpasninickoro 3koHomuyeckoro Cotosa.
PernctpaunoHHoe ygoetosepeHune B Poccun Ne XXX 0000/0000 ot 00.00.0000
Cnncok ctaHgaptos: EN ISO 14630; EN ISO 10993-1;/EN 1SO 10993-5; EN ISO 10993-10; EN ISO 10993-12; EN ISO
17665-1; EN 556-1:2001/AC:2006; EN ISO 11737-1:2006/AC:2009; EN 11737-2; EN ISO> 14698-1; EN ISO 14698-
2:2003/AC:2006; 'EN'ISO 11607-1:2009; EN 868-3; ENISO 15223-1; EN 980; EN 1041:2008+A1:2013; EN ISO 14971; EN
ISO 13485; MEDDEV 2.7.1.



Homep B peecTpe AOKYMEHTOB 406/2019

YaoctoBepuTesibHasi Hagncb

B COOTBETCTBUM C NpaBuIaMu 3aluTbl AaHHbIX, KMEHT 3asiBU/1, YTO OH Aasl CBOEe COrflacue Ha KoOMAbloTepHoe
XpaHeHne, 06paboTky 1 nepeaady AaHHbIX TPETbUM NULLAM B X04€e WUCNOJIHEHWS AaHHOT0 AOKYMEHTA.

HacTtoswmm, MHOK noATBepXaaeTcs nNoanuch

r-Ha lNutepa XanbBacceHa, pogmelieroca 13.04.1952 r.,
npoxusatouiero no agpecy 59427, r. YuHa, beprser, 8;
N3BECTHOr0 MHEe /IMYHO,

BbICTyMatoLLLero B kKa4ecTse ynpas/floLWero gupekropa,c npaBomM e AMHO/IMYHOIO NpegcTaBuTesibCTBa KOMMNaHum
Albomed GmbH ¢ mecToHaxoxaeHuem B r. LLIBapLeHOpPIOK, 3aperncTpupoBaHHON B.KOMMEPUYECKOM peecTpe
OKpYXHoro cyfa HiopH6epra, HR B 31852, yemy g'Halen noATBepxXAeHe No pesydsTaTaM NPOBEPKN B
3/1eKTPOHHOM peecTpe oT 17.12.2019 r.,

NOAJ/INMHHOCTb 4ero MHOK 3acBugeTesibCTBOBaHa.

HoTtapuyc cnpocun npeacTasllero nepej HWM YyenoBeka, BOBMIEKaAsICA NN U .BOB/IeYEeH HOTapuyc Uin oguH n3
ero I'IpOCbECCI/IOHafIbeIX KOMMaHbOHOB.B ie/10, ABJ/IAKOLWEEeCA NpeaMeTOM 3TOrNo yaoCTtoBepeHna 3a npeaesiamMmm
HOTapVIaI'IbHOVI KOHTOpbLI. fABMBLLEECA NULLO OTBETU/IO OTpULATE/IbHO.

A He co3faBan AOKYMEHT U He 6bin BOBMeYeH B MPoBeAeHNe 3KCNepTu3bl No CyLLecTsy.

r. YHHa, 17 gekabpsa 2019 r.

[Moanuce]

[Kpyrnas penbedyHas nedaTb-Hak/elika Ha CLUUBKE]: Woaxum Bactnb, Horapuyc

Moaxum BacTtnb- HoTapuyc B I. YHHa



I'IepeBO,q OPLIHOIo TeKCTa BbIMO/HEH NEPEBOAUYNKOM KOTI'IFIpOBbIM AHTOHOM MFOpEBVI‘-IEM.

Poccuiickas depepauus
[fopog MockBa
[BeHafuaToro dgpespansa ase Thicayun ABaALATOrO roja.
O CsupugeHko Banepuwit BnaguneHoBud, BpeMeHHO ucnonu”wuii o6)haHifOcbm HoTFapuya
Mocksbl Kopcuka Bnagumupa KoHCTaHTUHOBMYE, £Br4"eTéT>CTBYKK\.NOOMHOCTb

nepesogunka KoTnaposa AHTOHa Mropesuuya. B , Y
Moanuck chenaHa B MOEM MPUCY T CTBUN. | ~-
JInyHoCTb NMognucasLlero JOKYMeHT yCTaHoB/eHa. \Y%

3ap pupll aHu peecTpe: No77/2138-H/77-2020-)" A A
B3bickaHo no Tipud™ 100 py6. O”kon. ,
["YnnaueHo 3a ok<wsllewnyr npaTBPro u TexHu4yeckoro xapakTepa: 300py6.-00 kon.

B(B.)Csupuge,

Bcero fipoufHypoeaK,, npoHymepoBaHO
MCKPBN3ANA*Npy nmcT(a)(oB)



