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Instructions for medical use of the medical device
Name of the medical device
Sterile viscosupplement device FLEXOTRON®, 1.0 ml per a syringe.
Sterile viscosuppiement device FLEXOTRON® Mini containing 1.0 % sodium hyaluronate, 10
mg/ml, 1.0 ml
Sterile viscosuppiement device FLEXOTRON® Mini Plus containing 1.6 % sodium hyaluronate, 16
mg/ml, 1.0 ml

Composition of FLEXOTRON® Mini
1 ml contains:
Sodium hyaluronate C28H44N2Na023" 1.0% / 10 mg

Sodium chloride NaCl 8.500 mg
Disodium hydrogen phosphate dihydrate

Na2HP04 * 2 H20 0.563 mg
Sodium dihydrogen phosphate dihydrate
NaH2P04*2H20 0.045 mg
Water for injection purposes g.s.ad 1ml

Composition of FLEXOTRON® Mini Plus
1 ml contains:

Sodium hyaluronate 1.6% / 16 mg
C28H44N2Na023”

Sodium chloride NaCl 8.500 mg
Disodlum hydrogen phosphate

dihydrate 0.563 mg

Na2HPO04 * 2 H20
Sodium dihydrogen phosphate

dihydrate 0.045 mg
NaH2P04 * 2 H20
Water for injectionpurposes g s ad 1ml

Delivery and packaging

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

- implant (liqguid 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® Mini / Mini Plus 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 sterile; moist heat sterilized according to EN I1SO
%7665-1 with a sterility assurance level (SAL) of 10"
Appearance clear homogeneous viscoelastic solution (gel)
Odour odourless
Color colorless, transparent

Implant viscosity at zero shear rate:
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- Mini > 10 000 mPa s

- Mini Plus > 20 000 mPa s
Implant pH 6.8-7.4

Molecular weight 0.8 “ 2.5 million Dalton
Extractable volume of the implant Alml

Osmolality 270 - 400 mOsmol / kg
Bacterial endotoxins <0.5 U.l. /ml

Implant mechanical Impurities: sub-visible particles

> 10 pm < 25 000 pcs/ syringe
> 25 pm < 5000 pcs/ syringe
Recommended needle sizes (needles 21G, single use, sterile

are not a part of this medical device)

Intended use

Viscosupplementation of a synovial fluid in patients with degenerative, dystrophic and post-
traumatic joints lesions, as well as in individuals with increased loads on injured joints, ligaments
and paraarticular tissues.

Indications

- osteoarthrosis / osteoarthritis (OA) and other degenerative, dystrophic and post-traumatic
lesions of joints containing a small amount of synovial fluid (joints of the foot, hand, radiocarpal,
elbow and temporomandibular joints).

- degenerative, dystrophic and post-traumatic lesions of periarticular synovial bags, tendons and
tendon sheaths.

- restoration of synovial fluid properties within orthopedic joint 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 under aseptic conditions of procedural and
manipulation rooms by medical personnel who are familiar with the technique of intra-articular
and paraatrticular injections.

The volume of one implant was designed to be similar to the safe volume of a small adult joints'
cavity. There are no restrictions for anthropometric and anatomical features of a target 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 (3-1,4-and @@ -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).

Viscosupplementation of a synovial fluid, fluid of synovial sheaths and joint bags by sodium
hyaluronate injections improves or restores the viscoelastic properties of the natural fluid of
mentioned above anatomical structures. Viscosupplementation compensate the scarcity of
hyaluronic acid in the synovial fluid or its reduced viscosity, to cushion external loads on ajoint,
provides a lubrication, restoration of elasticity and viscosity, damping, moisturizing and
enveloping the joint surfaces, covering by a lubricating protective layer on a cartilage, a tendon
and synovia receptors, it facilitates to increase the range of movements and provides mechanical
protection of tissues, which in turn can improve a course of osteoarthrosis / osteoarthritis and
other degenerative, dystrophic and post-traumatic joint pathologies.
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An implantation in periarticular soft tissues helps to strength, replenish, hydrate the
microstructures of an extracellular matrix of connective tissue damaged by natural aging
processes, degenerative and inflammatory pathologies, traumatic effects as well as provides a
structural space filling. The clinical effects of the injection of exogenous hyaluronic acid come
true to the saving of biomechanical integrity, supporting action to restore the natural structure and
functional properties of connective tissue, facilitation of cell migration, strengthen the muscle-
tendon and capsule-ligamentous apparatus, which can improve joint mobility, mechanical
protection of cartilage, to restore the elasticity of the extracellular matrix and reduce (indirect
effect) pain symptoms.

Based on the clinical information about biodegradation characteristics and therapeutic effects
duration of 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 of the product;
- with septic arthritis;

- with skin infections or dermatological diseases at the injection side

- given coagulation inhibitors such as Phenoprocumon or Warfarin.

Cautions

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

Intra-vascular or intra-tissular injection should be avoided.

Since no clinical data are available on the use of hyaluronic acid in children, pregnant or nursing
women, these patients should not be treated. Prescribing a therapy for a particular patient, a
doctor must take into consideration the current state of medical technology and advanced
scientific research, accounting the risk-benefit ratio for a particular patient.

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 first days 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 cross-infection
and/or malfunction of the product.

Only for single use. Do not use a syringe from an open 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 of procedural and
manipulation rooms. It is recommended to use standard injection methods for intra-articular
accesses, accesses to tendons and synovial sheaths, articular capsules, described in special
medical literature, taking into account the anatomical features of a patient. Information on
administration methods can also be obtained from official representatives of the manufacturer.

Before the implant injection, the contents of the syringe should be visually assessed for
transparency and homogeneity. Clouding, crystallization, staining and / or particle inclusion may
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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 sterile sharp 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 implant could be used intra-articular, periarticular, peritendinous, in synovial sheaths, joint
bags and other periarticular soft tissues. The product is injected by standard methods, taking into
account a patient's anatomical features. If a pain increases during the injection 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 intra-articular 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 1 ml syringe is intended to treat the small joints. Is case of paraarticular application
the syringe content can be divided by several injection points.

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

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

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

Adverse events

The use 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 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
anaphylactic reactions, septic arthritis, interstitial hemorrhages or hemorrhages in the joint cavity,
tendenitis, phlebitis, paresthesia, dizziness, headaches, muscle spasms, fever, general malaise,
peripheral edema after injections of hyaluronic acid solutions.

If local or general symptoms appear, consult a physician.

Biodegradation

Hyaluronic acid is degraded by a family of enzymes called hyaluronidases most of which are
lysosomal, to form monomeric non-toxic degradation substances (primary degradation
substances are oligosaccharides and low molecular 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 of an implant from the joint cavity can be
recommended, including lavage in accordance with the current clinical guidelines.
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If the reaction to the implant was not associated with the individual intolerance to the components
of the product, it is possible to inject the implant in 3 weeks after an inflammation subsides.

Interaction

FLEXOTRON®line implants successfully passed preclinical tests and confirmed their
compatibility with biological tissues, cells and 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 and
paraarticular injected products is currently not available, however, 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 viscosupplementation 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® Mini and Flexotron® Mini Plus and their properties
as well as do not 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, storage and application conditions

« between 2°C and 25X in the original package,

« relevant humidity 30-60%;

« protect from light,

» do not freeze,

« avoid shock.

Keep out of the children reach.

This medical device is transported by all types of transport in covered vehicles in accordance with
cargo transportation requirements, rules and laws applicable on each type of transport.
Implantations conditions:

e temperature range 15-40°C,;

* relevant humidity 20-100%;

« atmosphere pressure 560-820 mmHg.

Shelf life

The shelf life of FLEXOTRON® is limited to 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.
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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 tools, 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 CaHlNuH 2.1.3684-21, the waste of this medical device after usage belongs to
class B: epidemiologically hazardous waste.

Marking symbols

Manufacturer
nJ
Manufacturing date
Use up to ...
s p
Temperature range
Do not resterilize
Do not reuse
Do not use with damaged package
[»TEAML| Moist heat sterilization
Refer to the instructions for use.
A Caution! Refer to the instructions for use.
LOor Batch number
REF Catalogue number
Protect from the light
¢ Protect from the moisture
Do not freeze
MD The device is a Medical Device
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;
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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:

«ATbBOME/[, T'm6X>», FepmaHns

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: info@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 I1SO 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 I1SO 11737-1:2006/AC:2009; EN
11737-2; EN I1SO 14698-1; EN I1SO 14698-2:2003/AC:2006; EN ISO 11607-1:2009; EN 868-3;
EN ISO 15223-1; EN 980; EN 1041:2008+A1:2013; EN ISO 14971; EN ISO 13485; MEDDEV
2.7.1.

Contact details of the authorized entity for monitoring adverse events (incidents) in the
territory of the Republic of Kazakhstan:

TOPMED LLP, 050008, Republic of Kazakhstan, Almaty, Almaly district, Abay avenue, 109V,
office 501A.

Tel.: +7 7273470814

E-mail: reg@topmed.kz

The name (designation) of the regulatory document in accordance with which the medical
device was manufactured:

Technical file dd. dd.mm.yyyy

Version ** dd. dd.mm.yyyy.

Country of origin:

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



UVZ-Nr: 622/2023

Beglaubigungsvermerk:
Vorstehende, vor mir volizogene Unterschrift

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

handeind als einzeivertretungsberechtigter Geschaftsfuhrer
der Albomed GmbH mit Sitz in Schwarzenbruck, eingetragen
im Handelsregister des Amtsgerichts Nurnberg HR B 31852,
was ich aufgrund elektronischer Einsicht vom heutigen Tage in
das Register bestatige,

beglaubige ich hiermit.

Der Erschienene ist dem Notar von Person bekannt.

it der Speicherung und Ubermittiung personlicher Daten zum
olizug dieser Urkunde besteht Einverstandnis.

wird bestatigt, dass weder der amtierende Notar, noch eine der
m il ihm beruflich verbundenen Personen in dieser Angelegenheit
aulfprhalb des Notaramtes tatig geworden ist.
Ich H|be die Urkunde nicht entworfen und war mit einer inhaltlichen

Prufuiig nicht beauftragt.

Unna, 2\K September 2023

Joachi
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[MepeBof ¢ aHIIMINCKOIO M HEMELLKOTO S13bIKOB Ha PYCCKUiA]

A noaTBepXKAak TOYHOCTb, NPaBUILHOCTb
N 1OCTOBEPHOCTb COAEPXKAHNSA TEKCTa 3TOr0 JOKYMEHTA
[Mognuc]  pata: 26 ceHTAGpsa 2023 .

(nognuce)

XanbBacceH, Mutep [Haliwassen, Peter]
(BOMKHOCTb U UMA)

OT nmeHun Mno nopyyeHnto Albomed® GmbH.

WHCTPYKLUMA N0 NPUMEHEHWIO MEJMLMHCKOTO U3aenuns:

MmnnaHTaT BSA3K03MaCTUYHbIA cTepunbHblii ®JIEKCOTPOH® MwuHn (FLEXOTRON® Mini),
ruanypoHat HaTpus 1,0%, 10 mr/mn, 1,0 mn.

NmMnnaHTaT BA3KO3NacTUYHbIA cTepuibHblil PJTEKCOTPOH® MuHu Mnawoc (FLEXOTRON® Mini
Plus), ruanypoHat Hatpusa 1,6%, 16 mr/mn, 1,0 mn.

«Anbbomea® Mmu6X» [Albome<fi GmbH]
XunnbpebpaHawitpacce A
90592, r, LLBapueHbpyK, MNepmaHus
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WMHCTPYKUUSA MO MeAULMHCKOMY MPUMEHEHNIO MEAULMHCKOT0 U3aenns

HanmeHoBaHMe MeAMLMHCKOrO U3genus
mnnaHTaT BA3Ko3anacTudHbiii ®JIEKCOTPOH® (FLEXOTRON®) cTepuibHbIin, 1 M B WNpuLe.
MmnnaHTaTt BA3K03NaCTUYHbINA cTepubHbli PJTIEKCOTPOH® MuHn (FLEXOTRON® Mini), rmanypoHat
HaTpua 1,0%, 10 mr/mn, 1 mn.
MmnnaHTaT BA3KO3NACTMUUHbIN CTepusibHbIn ®JIEKCOTPOH® MuHun Mntoc (FLE ®Mini Plus),
rmanypoHat HaTpus 1,6%, 16 mr/mn, 1 mn.
CoctaB ®JIEKCOTPOH® MuHM

B 1 mn cofepxuntcsa:

manypoHat HaTpus C2gH44N2Na023~  1,0% / 10 mr

Xnopug Hatpua NaCl 8,500 mr
Aurngpat rugpodocgara HaTpus

Na2HP04 * 2 H20 0,563 mr
Ourngpat gurngpodocdara HaTpus

NaH2P04 * 2 H20 0,045 mr
Bopga anst HbEKLWIA [0 obbema 1mn

CoctaB ®PJIEKCOTPOH® MuHun Intoc
B 1 mn cogepxnTca:
MmanypoHat HaTtpusa C28H44N2Na023* 1,6%/16 mr

Xnopup Hatpus NaCl 8,500 mr
Aurngpat rugpodocgara HaTpua

Na2HPos4 *2H20 0,563 mr
Ovrngpat gurngpodochara HaTpus

NaH2P04 * 2H20 0,045 mr
Boga ana nHbekymii [0 o6bema 1 mn

KomniekT noctaBKU 1 yrnakoBKa

Kaxablit BapuaHT ncnonHeHns ®JIEKCOTPOH® nocTaBnseTcs KOHEYHOMY MOMNb30BaTe/Il0 B COCTaBe U3
cneayroLnX KOMMOHEHTOB:

- UMMNAaHTaT (KMAKasa CMecb KOMMOHEHTOB, CM. Tab/IMLY Bblille) B NpesBapuTeIbHO 3arn0o/IHEHHOM LWNpuLLe
B 6IMCTEPHON YNaKOBKE;

- 3 UMNNAHTaUMOHHbIX CTUKepa,

- UHCTPYKLMA N0 NPUMEHEHUIO.

OnuncaHne, TeXHNYeCKUE U PYHKLMOHA/IbHbIe XapaKTEPUCTUKMN

®/TEKCOTPOH® MuHu / MuHun MAC - NpoTe3 CUHOBUANbHOW XUAKOCTW, CTEPUNbHbIA, NPO3payHbIii
BA3KO3M1ACTUYHbINA TeNb, COAepXalyuid ruanypoHat HaTpus, Mosyyvaemblii MeToaoM 6aKTepuasibHOW
(bepMeHTaLMK, B hocthaTHoOM bydepe.

MiMnnaHTat He COep>XWT JfIeKapCTBEHHOro CPeAcTBa AN MeAULWMHCKOro MNpUMeHeHus, maTtepuasnos
XXVMBOTHOTO M (U/IX) YENI0BEYECKOTO NMPOUCXOXAEHNUSA.

CTtepunibHOCTb CTEPUIbHO; CTEPUIN30BAHO aBTOK/IaBUPOBaHNEM MO
ctaHgapty EN ISO 17665-1 c ypoBHeM obecreyeHus
cTepunbHocTn (SAL) 10"

Bug YUCTbI TOMOTEeHHbI BA3KOYNpPYruin pactesop (renb)
3anax 6e3 3anaxa
LiseT 6ecLBETHbIN, NPO3payHbIii

BA3KOCTb MMNNaHTaTa NPy HyNeBoi

CKOpOCTW caBura:

- MuHn > 10 000 mlMa ¢
- MuHu Mntoc > 20 000 mlMa c
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pH uMmnnaHTa 6,8-7,4

MoneKynsapHbIii BeC 0,8-2,5 munnunoH Aa
M3Bnekaemblli 06beM MMNaHTaTa > 1mn

OcCMOoNANbLHOCTL 270—400 mOcmonb/Kr
bakTepuanbHble 3HAOTOKCUHBI < 0,5 ME/mMn

MexaHu4yeckne nNpuMecun B MMNIaHTe: cybBuAnMbIE YacTULbl

> 10 MKM <25 000 wT/ wnpuy,

> 25 MKM <5000 wT/ wnpuy,
PekomeHayemble pasmepbl Urbl (UMbl 21G, ofHOpa30Bble, CTEPU/IbHbIE

He ABNAIOTCSA YacTbio 3TOr0
MeANLMNHCKOro 13fenns)

Ha3sHaueHune

Bsi3koanacTMyHoe MpoTe3nMpoBaHMEe CUHOBMANbHOW >KUAKOCTM Yy NayueHTOB € [ereHepaTMBHO-
OVNCTPO(NYECKUMM U MOCTTPABMATUYECKMMU MOPaXKEHUAMU CYCTABOB, a TakXe Yy /UL, UMELWnNX
MOBbILIEHHbIE HAarpy3kKn Ha NOBPeXAeHHbIe CYCTaBbl U CBA3KW, OKOMIOCYCTaBHbIE TKaHMW.

MokasaHnsa K MPUMEHEHUO

- 0cTe0apTpuT / ocTeoapTpo3 (OA) u gpyrve fereHepaTUBHO-AUCTPODUYECKME M NOCTTPaBMaTUYECKME
MOPaXXeHUs CYCTaBOB, COAEPXKallMX HebO0MbLIOE KOMYECTBO CMHOBMANBbHOM XUAKOCTM (CycTaBbl CTOMbI,
KUCTU, Ny4e3ansaCcTHbIA, NTOKTEBOM N BUCOYHO-HUKHEUENIOCTHOM CycTaB).

- [lereHepaTUBHO-ANCTPO(MYECKE N NOCTTPaBMaTUYECKME NOPAXKEHNS OKONOCYCTaBHbIX CUHOBMAbHbIX
CYMOK, CYXOXWU/INIA N CYyXOXXUNbHbIX BRaranmiy;

- BOCCTAHOB/IEHME CBONCTB CMHOBMANbHOW XXMAKOCTU MNPy OPTONEeANYECKO XUPYpPruy CyCcTaBoB, a TaKkxKe
Y UL, UMEKLLMX NOBbILLIEHHbIE HArPy3KK Ha NMOBPEXAeHHble CyCTaBbl.

KaTeropusa nonb3oBaTene

McknounTenbHO NpakTUKyoLwme Bpadyn-cneLnanmcTs.

BBegeHve npoAykTa  [O/MKHO  BbIMOMHATLCS B aCeMTUYECKUX  YCMOBMAX  NPOLEAYPHbIX
MaHUMYNAUMOHHBIX  KabWHEeTOB  MeAUUMHCKUMKU  paboTHMKamu, BNafielolMn  TEXHUKO
MHTPaapTUKYNAPHbIX N NapaaTUKYNAPHbIX NHBEKLMWIA.

O6bem OAHOro MMNAaHTaTa NpUBAMXKEH K 6e3onacHoMy 06bemMy Ans He6ONbLIKMX CyCTaBOB B3POCAOr0
yenoBeka. HeT Kakux-nmbo orpaHuyeHwWidi No aHTPOMOMETPMYECKMM M aHATOMUYECKUM OCOBEHHOCTAM
LLeN1eBoro nauueHTa.

"
i

CsolicTBa 1 NpuHUMN AeiAcTBUSA

manypoHoBass  KucnoTa npeacTaBnseT coboii nonu-(2-auetammao-2-ae30Kcu-B-rnoko)-0-
rNIOKYPOHOI/INKAH, TO eCTb Mo/InMMep, COCTOALLMIA U3 0CcTaTKOB D-rnioKypoHOBON KUCNOTbl U N-aueTun-
D-rnoko3ammHa, CoefMHEHHbIX nooyepéaHo P-1,4- n P-1,3-rnnMKo3maHbIMK CBA3SIMW. bnarogaps Takol
NONMMEPHOW TPEXMEPHON CTPYKTYpe (OPMUPYHOTCA KPYMHble OTpuLaTeNIbHO 3apsKeHHble arperarhbl,
yoepXxwuBawole Body. OTW arperatbl OTBe4yalT 3a BflarocofepXaHue, ynpyroctb M 31aCTUYHOCTb
XPSLLEBOM TKaHM (YCTOMUYMBOCTb €€ K KOMMPECCUM).

O6orauieHne CUHOBMWANBbHOW >XWAKOCTU, XXUAKOCTM CUHOBMANbHbLIX BRaraivu, M CyCTaBHbIX CYMOK
MHBEKLMAMMN TManypoHaTa HaTpus CNoco6CTBYeT YNYUYLEHUIO WM BOCCTAHOB/IEHWUIO BA3KOYMNPYTrUX
CBOWCTB HaTypa/ibHOW XMAKOCTW B YKa3aHHbIX Bbllle aHaTOMUYeCKUX 06pa3oBaHuaX. Bsf3koanacTuyHoe
NnpoTe3npoBaHune No3BOIAEeT KOMMNEHCMPOBATb HEAOCTATOYHOCTb FMasypoOHOBOI KNCNOThbl B CUHOBMANbHO
XUAKOCTU WAN CHUXEHMe eé BA3KOeTW, CMArYUTb BHELWIHME Harpys3kum Ha cycTasB, ob6ecredyuBaet
CMas3blBaHMe, BOCCTAHOB/IEHWE YMPYrocTU W BA3KOCTM, amopTu3auuio, YBNaXHeHWe U 06BOfakmBaHue
CYCTaBHbIX MNOBEPXHOCTEN, MNOKPbIBasA CMa3blBAKOLWMM 3aLLUTHLIM C/I0EM XPSLY, CYXO0XUNe U peLenTopbl
CMHOBMMW. ITO NMOMOTraeT YBENMNYNTb 06BLEM ABMIXKEHWUI U 06ecnevynBaeT MeXaHUYECKYH 3aluTy TKaHe,
4YTO B CBOK OYepefb MOXET ynyyllaTb TeYeHNe ocTeopaTpo3sa / 0CTeoapTpuTa n Apyrux gereHepatnsHoO-
ANCTPOUYECKMX U NOCTTPaBMaTUYeCKMX NaTtonornili cycTaBos.
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MMnnanTauus B 0KOJIOCYCTaBHbIE MATKHE TKaHH CIIOCOOCTBYET YKPEIUIEHHIO, BOCIIOJIHEHHIO, TMApaTallHH
MHKPOCTPYKTYP BHEKJIETOYHOTO MAaTPHKCa COCAMHHTEIbHOH TKaHH, MOBPEXICHHBIX €CTECTBEHHBIMH
NpoUeccaMH CTapeHMsl, HEr€HEpaTHBHBIMH M BOCHAJNHTENbHBIMH IMATOJOTHAMH, TpaBMaTHYECKHMH
BO3JEHCTBUAMH, a TaKKe 06eCIIeYHBaeT CTPYKTYPHOE 3anoIHeHHe npocTpaHcTBa. Kimnuudeckue 3 dexrs
HHBEKUHH 3K30r€HHOH THallypOHOBOH KMCJIOTHI CBOAATCA K COXPAHEHHIO LETOCTHOCTH OHOMEXaHHKH
CYCTaBOB, TOJJEPKUBAIOILIEMY BO3AECHCTBHIO MO BOCCTAHOBJIIEHHIO €CTECTBEHHOM CTPYKTypbl M
GyHKUHOHANIBHBIX CBOHCTB COCAMHHTENBLHOM TKaHH, OOJIErYEHMI0 MHIPAlLMH KIETOK, YKpPEIUIEHHIO
MBIIIEYHO-CYX0XHIBHOIO M KalCyJlbHO-CBA304YHOrO amnmapara, 4To MO3BOJISET YJIyYIIHTh MOABHXHOCTh
CYCTAaBOB, MEXAHHYECKYIO 3allUTY XpAlleH, BOCCTAHOBUTh JJIACTHYHOCTH MEXKJIETOYHOr0 MaTpHKCa H
YMEHBIUHTE (HEnpsaMoe AeiicTBre) 60JIeBblE CHMITOMBI.

Ha ocHoBaHMM KIMHHYECKMX cCBeJeHHHt 00 0COOEHHOCTAX OHoAerpajallid H MPOJOKHTEILHOCTH
ne4ebHbIX 3G (EKTOB rHanypoOHOBOH KHCIOTHI MpeanoaraeTca, YTo Ouogerpajalus Kaxaoro BapHaHTa
HCIIOJIHEHHA BA3Ko31acTHYHOrO uMILianTtara "®JIEKCOTPOH®" npoucxoaut B cpok ot 12 10 24 Henens.
Knnuuyeckuit 3¢ pekT neyeHns coxpaHseTcs B TEYCHHE HE MeHee 6 MecslEeB.

IIporuBonokaszaHusn

HU3nenne He ROMKHO HCNONIB30BAThCA NIPH JIEYECHHH NALHEHTOB:

- HMEIOUIUX MOBBIICHHYIO YYBCTBHTE/IBHOCTb K OXHOMY W3 KOMIOHEHTOB H3/IeNus;

- CTpaJalolUX CENTHYECKHM apTPHTOM;

- CTpaJlaloMX HHOEKUHAMH KOXH HIIH IepMaTOJIOrHYECKHMH 3a60/1eBaHUAMH B 06J1aCTH HHBEKIINH;
- IPHHHUMAIOIMX aHTHKOAr'YJISHTBI, TAKHE KaK, HanpuMep, PeHonpokyMoH 1M Bapdapuh.

Mepb! npeaocTOpOXKHOCTH

[lo mpHuMHe TOro, YTO CENTHYECKUIH ApPTPUT SBJISETCH CEphe3HbIM MOOOUHBIM 3(PEKTOM, HEOOXOIUMO
co0monaTh BCe CTaHAAPTHLIE MEPbI IIPEIOCTOPOKHOCTH JUTS XUPYPruYeCKUX BMEHIATENbLCTB.
HeobGxoaumo uzberats BHYTPUCOCY JUCTOrO BBEACHHS U3MIENHUA.

Beuiy OTCYTCTBHA KIMHHYECKHMX JAHHBIX [0 NPUMEHEHHIO THATYPOHOBOM KHCIIOTHI [IPH JICYEHHH JeTei,
OEpEeMEHHBIX MIIH KOPMALLMX XKEHIUHH, U30eraTh UCIOIb30BaHHs M3/IENHUS Y JAaHHBIX IPYIN MalUEHTOB.
[Ipn Ha3HayeHHM TepanuM KOHKPETHOMY NALMEHTy Bpay AO/DKEH YyYHTHIBATH COBPEMEHHOE COCTOSIHHE
MEIMLHHCKHX TEXHOIOTHI M ITepeoBble HayYyHbIE HCCIEAOBAHUA, IPHHUMATh BO BHHMaHHE COOTHOILEHHE
PHCKa H N071b3b1 UL KOHKPETHOIO NMal[HEeHTa.

Hsnenue cneqyer ucnonb30BaTh 40 HCTEUEHHA CPOKa FOJHOCTH, YKa3aHHOTO Ha YIIaKOBKE.

B mepBble AHM nocie MHBLEKIMH MOXET ObITh NMOJE3HBIM INEPOPAIbHBbIH NPHEM aHAIBIETHKOB HIIH
NPOTHBOBOCHATMTENBHBIX JIEKAPCTBEHHBIX CPEACTB.

[IpuMeHeHHE H3AEAHA COBMECTHO C YETBEPTHYHBIMH COEIMHEHUAMH aMMOHHS 3allpelleHo.

[loBTOopHas cTepuiM3aLMs M TIPUMEHEHHE M3JENHs 3anpelleHsl 10 NpPUYMHE HAJIHYMA pHCKa
BO3HMKHOBEHHA HH(EKLNH, NiepekpecTHON HHbeKUMH B (MH) aedeKTa u3genus.

Tonbko 11 onHOpPa30BOro Henob30BaHUs. He Henob30BaTh IINPUIL H3 OTKPBITO# H/WIIH NOBPEXAECHHOH
CTEpHJIBHOA ynakoBkM. He Hcnonb3oBaTh ILMPHI € OTKPHITBIM HIHM TOBPEXACHHHIM KOJMAYKOM
CTEPHJIBHOTO LINpHLA.

IIpu Hapy1IeHHH CTEPHIIBHOCTH HIIH MTOAO3PEHHH O HAapy LIEHHH CTEPHIILHOCTH HMILIAHTA H3JE/IHE I0DKHO
ObITh YTHIM3HPOBAHO.

Ha3na4yenue n no3upoBanme

Mubexumn npoBOAATCS BpayaMH-CNEUMAINCTAMH B acElITHYECKHX YC/IOBHUAX NPOLEXYPHBIX H
MaHHIYJIALHOHHBIX KaOMHETOB. PeKOMEHAyeTcs HCIONb30BaTh CTAHAAPTHBIE HHBEKIMOHHBIE CIIOCOOBI
JU1A BHYTPHCYCTaBHbIX JOCTYIOB, JOCTYIOB K CYXOXKHJIHAM M CUHOBHAJIbHBIM BJIarajifiliaM, CyCTaBHBIM
CYMKaM, OITHCaHHBIE B CIIELIHANIbHONH MEIULIMHCKOM JIMTEpaType, ¢ yYETOM aHaTOMHYECKHX 0COOGEHHOCTEH
nanxenra. HMudopmaumio no MeroaukaM BBEOEHHS TaKKe MOXHO MOMYYHTh Y OQHUHAILHBIX
npeacraBuTesed NPOU3BOIUTENS.

Ilepen BBeqeHHEM HMIUIAHTATa COACPKUMOE LIITPHLA JOJDKHO ObITH BU3YaIbHO OLIEHEHO Ha [IPO3pavyHOCTh
H OJIHOPOAHOCTb. [TOMyTHEHHe, KPHCTAUIH3ALKA, [IOABJICHHE OKPACKH H / WJIH MHOPOAHLIE BKIIOYCHHUA
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MOTYT CBHETEILCTBOBATh O HAapYLIEHHUH IPaBU/ TPAHCTIOPTHPOBKH M XpaHeHHUs uzaenus. [1pu nossieHHH
BblIlIEYKa3aHHBIX IPU3HAKOB BBEACHHE UMIUIAHTATa 3aNpeLLEeHO.

[IpuMeHeHHe n3nenns BKIOYaeT B ceOs CHATHE Konmayka ¢ Hacaaky JIioapa npea3anoiHeHHoro wipHua
M NpPHBHHYMBaHME K HAcaJKEe COOTBETCTBYIOILEH CTEPHUIBHON MIJIBI C OCTPBIM KOHLOM. Jlns MHBEKIIMH
HEOOXOAMMO HCHOJNb30BaTh OJHOPA3OBLIE CTEpPHUJIbHbIE MIUIbI pazMepoM 21G (He BXOIAT B KOMIUIEKT
nocrasku). Heo6xoaumo npoae3nHpuuupoBaTh KOXKY aHTHCETITUKOM.

MMnuaHTat BOAMTCA BHYTPHCYCTaBHO, I1apaapTHKYJIAPHO, OKOJOCYXOXHIBHO, B CHHOBHAJIbHBIE
Blarajviia, CycTaBHble CYMKH M JApYrHe OKOJIOCyCTaBHble MsArkve TkaHM. [Ipenapar BBoadT Io
CTaHAApPTHBIM METOAMKAM, Y4UMTHIBas aHaTOMH4YeCKHe OCOOEHHOCTH MallMeHTa. BBejcHHe B NOJIOCTH
CycTaBa JO/DKHO ObITh IMPEKpalLICHO MpH Bo3pacTaHuu 6onu BO BpeMs MHBbekuuH. HeucnospzoBaHHOE
CPEACTBO HE NOJIEXUT XPAHEHHUIO.

B03MO0XXHO 0IHOBpEMEHHOE JIeYEHHE HECKOJIBKHUX CYCTaBOB. B ciryyae BOBHHKHOBEHHs BHY TPHCYCTABHOTO
OTeKa Iepe/l BBEIACHHEM THalypOHOBOi KHCJIOThI HEOOXOAMMO YAANHTh XKHAKOCTH METOJOM acCIlHpalHtH.
JlonyckaioTcs NOBTOPHbIE IIHKJIIb] JICUECHHUS.

[TpeasapuTebHO 3aMOTHEHHBIH WP 00beMOM 1 MJI NpeaHa3HAYEH Ulsl JICYECHUS MasIbIX cycTaBoB. [Ipu
[apaapTHKYJIAPHOM BBEIEHMHM coaepxumoe | wmmpHua MoXeT OBITh pa3fieleHO Ha HECKOJIbKO
HHBEKLMOHHBIX TOYEK.

Ha uukn neyeHus MoxeT ObITh peKOMEHJ0BaHa clieaytolas MepHOAUYHOCTh BBEACHHUA:

a) ®JIEKCOTPOH® Munn ITmoc: exeHenenso; | HHbEKUHMS B Heaemo B TeueHue 1-3-x Heaens. [ukn
MOXET ObITh MOBTOPEH 4Yepe3 HECKOIbKO MecaleB (M0 HHAMBHIYAJILHOMY COCTOSHHIO).

6) ®JIEKCOTPOH® Munu: exenenenbho; | HHbEKUMS B HENEIO B TeYeHHE 3-X — 5-TH Hexenb. L{uka
MOXET ObITh IOBTOPEH Yepe3 HECKOIbKO MecALEB (10 HHIMBUIYAJILHOMY COCTOSHHIO).

ITo6o4nble aeiicTBus

[IpuMeHeHHe THATypOHOBOH KHCJIOTHI NPH JAEr€HEPAaTHBHO-AMCTPOPHYECKHX M MOCTTPABMATHYECKHX
MOPAKEHUAX CYCTaBOB SIBJISAETCS XOPOLIO H3Y4YEHHBIM METOAOM C YCTaHOBJIIEHHBIM mNpoduieM
6e30nacHOCTH, NPUMEHSIOIUMCA Ha NPOTAXKEHHU HECKOJIBKMX JECATUIICTHH.

B kpaitHe peakuXx ciay4yasX BO3MOXHO NMPOSBJIICHHE MECTHBIX BPEMEHHBIX BOCHAIHTEIBHBIX CHMIITOMOB
(601b, MOBBLILLIEHHE TEMIEPATYphl, NOKPAaCHEHHE U OTEYHOCTh, YBEJIHYECHHE COJACPXKAHHA 3Kccylaara B
NOJIOCTH cycTaBa). [locne MHBEKUHMH MOrYT BO3HHUKAaTh Takue oOpaTHMblE MECTHBIE pPEaKLHH, Kak
KpaTKOBPEMEHHOE OrpaHHYEHHE MOABHXHOCTH (CKOBaHHOCTH), YyBCTBO JHCKOM(OpTa HIH THKECTH B
cycTaBe, reMatoMsl. [IposiBiieHHe 1aHHBIX CHMIITOMOB MOXKHO YMEHBILUNTH MPUKJIA/ILIBAHHEM JIbJA K MECTY
HHBEKUHUH B TeueHue 5-10 MUHYT.

HmetoTca coobllieHHss O eIHHHYHBIX CllydasX a/UIeprUyeckuX peakuui (Hanpumep, 3yH, Chblllb,
KpanMBHHLA) U aHaUIaKTHYECKHX peaKLHil, CENTHYECKOr0 apTpHUTa, BHYTPHTKAHEBLIX KPOBOTCYCHHUAX
WM KPOBOHM3JIMAHHUAX B MOJNIOCTh CyCTaBa, TEHACHHUTaX, (prneGHTax, MapecTe3uix, rolOBOKPYXEHHAX,
rOJIOBHBIX 0OJISIX, MBILIIEYHBIX Cla3Max, YyBCTBE XKapa, 00llueM HeJOMOTaHHH, NEepUPEPHIECKHX OTEKOB
NpH BBEJICHHH pacTBOPOB rHalypOHOBON KHCIIOTBI.

[1pyn nosiB/IECHHU MECTHBIX WIIM OOIIMX CHMIITOMOB Cjleye€T NPOKOHCYJIbTHPOBATLCS C BPAuOM.

buoaerpagauus

['namypoHoBas KkHcloTa Jerpaaupyercs ceMeHCTBOM (epMEHTOB, Ha3blBAEMBIX TIHAypOHHIA3aMH,
OONMBIIMHCTBO H3 KOTOPBIX JH30COMaJIbHBbIE, ¢ 00pa3oBaHHEM MOHOMEPHBIX HETOKCHYHBIX MPOAYKTOB
Aerpajialtiy (NepBUYHBIMH MPOXYKTAMH JIerpaalliy ABJAIOTCS ONIMrocaxapuibl H THATYPOHAThI C HU3KOH
MOJIEKYJIAPHOR Maccoif). B opraHu3me desloBeka CYIIECTBYIOT M0 MEHbIIEH Mepe CeMb THIOB
rHaTy poHHIa30noA00HEIX pepMenToB. CKopocTs OHOAErpagaliMy 3aBUCHT OT COCTOSHHSA H 0COOCHHOCTEH
MeTtabosin3Ma KOHKpEeTHOro nauueHTa. Jlerpanaius BbICOKOMOJIEKYJISPHOTO BHEKIETOYHOrO rHallypoHaTa
HNPOMCXOJUT B BHIE pAfA OTAENbHLIX 3TANOB, F€HEPUPYIOIIMX THATYPOHOBBIC LENH YMEHBLIAIOWKUXCS
pa3MepoB. JIaHHBIX O HETAaTHBHOM BJIMAHHH MPOAYKTOB JA€rpajiallii Ha HMILUIAHT MM 06 Kakux-1ubo ux
CHCTeMHBIX 3(deKkTax B Tele 4YenoBeka, HeT. HekoTopble NpOAYKTHl Aerpajalid MoryT ObITh
HCIOIB30BaHbI B IpoLeccax IHAOTEHHOTO PECHHTE3a.
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Y paneHve umnaaHTa

B cnyuyae BbIpaXeHHbIX MPOSB/EHUA MOXET OblTb PEKOMEHAO0BaHO YypaneHWe MMMNAaHTa U3 MonocTu
CyCTaBa, B TOM 4Mc/ie C NPUMEHEHMEM flaBaXka CornacHo AeCTBYOLWMUM KNMHUYECKUM PEKOMEH AL NSM.
Ecnmn peakums Ha umnnaHTat He Gblfla cBA3aHa C UHAUBWUAYaANbHON HEMEPEeHOCUMOCTbIO KOMMOHEHTOB
n3fenns, BO3MOXXHO NOBTOPHOE BBeLleHNe UMMIaHTaTa cnycTa 3 HefleNiv Nocne CTUXaHUs BOCNaNUTe/IbHbIX
ABMIEHNNA.

B3anmopeicteue

MmnnaHTtatbl nnHeiikn @JIEKCOTPOH® ycnewHo NpoLwaM AOKANHUYECKNE UCMbITAaHWUA U NOATBEPANAN
COBMECTUMOCTb C OGMOSIOTMYECKUMM TKaHAMMW, KeTKaMW W XUAKOCTAMU OpraHusma, ¢ KOTOPbIMU OHWU
KOHTaKTMPYIT B UMMNIAHTUPYEMOM COCTOSHMU. He cnefyeT NPUMEHATb Ae3NH(pULUPYOLLME CPeaCcTBa,
cofepxkalwime Ccofv YETBEPTMYHOIO amMMOHMA, MOCKO/IbKY TrManypoHOoBas KucioTa oOcaxgaetcs B
NPUCYTCTBMK 3TUX BewlecTs. CBefleHNS O HECOBMECTMMOCTM C APYTMMMU NieKapCcTBamu, BellecTBamMu U
BHYTPUCYCTaBHbIMW 1 NapacyCTaBHbIMU MHBbEKLMOHHbIMW NPOAYKTaMW Ha AaHHbIAi MOMEHT OTCYTCTBYIOT,
0fHaKO, MeAULMHCKUIA cneyuannucT o/MHKeH BHUMATEIbHO 03HAaKOMUTLCA C MH(OpMaL el B UHCTPYKLMAX
K flaHHbIM flekapcTBam/BelL,ecTBamM/NpoLyKTam 1 nonb30BaTbCA C OCTOPOXHOCTLIO.

Ocobble ykazaHus

B TeuyeHue nepBbIX 2 CYTOK NOCne NpoBefeHUs MpoLeaypbl PEKOMEHAYeTCs He Meperpyxatb CyCTas,
0COOEHHO cnefyeT M3beraTb ANUTENbHOW Harpysku. Mpu NonyyYeHUM acnmpaunoHHOW XWAKOCTM nepea
NpoBefeHMeM BMCKOCANIMMEHTapHON Tepanumn cnegyet NpPoBECTM COOTBETCTBYHOLME NCCEeA0BaHUS A1A
NCKNOYeHNs 6akTepnanbHON 3TUONOIMK apTpuUTa.

MpofLyKT He BAMSAET Ha CMOCOBHOCTb YenoBeKa ynpaeisTb aBTOTPAHCMNOPTOM, 3aHMMaTbCA APYrMMU
NOTeHUManbHO ONacHbIMW BUAaMU LeATeNbHOCTH, TPE6YHOLWUMMN NOBbILEHHOW KOHLEHTPaLun BHUMaHuA
1 6bICTPOTbI MCMXOMOTOPHbIX pPeakLuil.

ONeKTPOMarHMTHbIE NOJIA N MOHN3UPYIOLLEee U3/TyUYeHue

BA3K03NaCTUYHbIE UMMNNAHTATbl COBMECTUMbI A1 UCMOMb30BaHUA B YC/IOBUAX MarHUTHO-PE30HAHCHbIX
nccnefoBaHUim Npu UHAYKLMM MarHUTHOTO NOAA MO MeHblwel Mepe Jo 3 Tecna. PagnauunoHHble,
3NeKTPOMArHUTHbIe W MarHWTHble TMOAA He O0KasblBalT MpaAMOro asddekra Ha MMNAaHTaThl
®JIEKCOTPOH® MuHu n ®JIEKCOTPOH® MuHu Mntoc 1 nx cBOCTBA, a TaKXKe He BbI3blBAlOT KaKUX-
NM60 M3BECTHbIX COOTBETCTBYHLLNX NOCAeAYOLNX 3hPEKTOB B TeNe YeN0BEKaA.

BA3K03NnaCTUYHbIE WMMMAAHTaTbl He MNoAJalTCA Bu3yanusauuMm MOCPELCTBOM  Pafuonornyeckunx,
YNbTPa3BYKOBbIX U APYTNX CKAaHWPYHOLLUX NpoLeayp BCNeacTBMe 61M30CTM CBOUX PM3MUYECKMX CBOMCTB K
eCTECTBEHHbIM KOMMOHEHTAM TKaHel YenoBeka.

YCnoBmA TPaHCMOPTUPOBaHUA, XPaHEHUA N NMPUMEHEHNS
Ycnosus TpaHCNOPTUPOBAHUA U XPaHeHUSA:

*0T 2 °C po 25 °C B OpUrMHanbHOM ynakoBke,

* NPV OTHOCMTENLHOW BNaxHocTn 30-60%;

e 3allMLaTb OT CBETA;

* He 3aMOpPaXmnBaTb;

* n3beratb yJapoB U Pe3KUX BCTPAXUBAHWUIA.

XpaHuTb B HEAOCTYMHOM NS AeTel mMecTe.
JaHHOoe MenLMHCKOe n3fefine TPaHCNOPTUPYETCA BCEMU BUAAMU TPAHCMOPTA B KPbITbIX TPAHCMOPTHbBIX
cpeacTBax B COOTBETCTBUM C TpebOBaHWAMM, NpaBuaamm U HOPMATUBHLIMU AOKYMEHTaMW MepeBO3KM
rpy3oB, 4eNCTBYIOLWMX HA TPAHCNOPTE KaXAoro Buna.
Ycnosus 4ns NpoBefeHNs UMNaaHTauunim:

e AnanasoH Temnepatyp 15°0°C;

e OTHOCUTE/NIbHAA BnaxHocTb 20-100%;
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e aTMochepHoe aasneHne 560-820 mMm pT.CT.
CpoK rogHoctu
Cpok rogHoctn ®JIEKCOTPOH® orpaHunyeH 3,5 rogamu. [lata UcTeuyeHMa CpokKa rofHOCTM yKasaHa Ha
ynaKkoBKe N [eCTBUTeNIbHA NPW COBMOLEHNN YCNOBUIA TPAHCNOPTUPOBKM N XpaHeHUA. He ncnonb3oBatb
nocsie UCTeYEHNA CPOKa rogHOCTH.

3almnTa oKpyXKatoLLei cpeabl U yTUAn3aumus.

CopepXXaHue WNpULLa He SBNSETCS TOKCMYHBIM UM OTHEOMACHbIM.

Heuncnonb3oBaHHbIE LWNPULbLI MOTYT GbITb YTUIN3MPOBaHbI B Ka4ecTBe 6bITOBbIX 0TX0A0B. CTEKNO cneayeT
YTUIM3MPOBATh C OCTOPOXXHOCThIO.

Heucnonb3oBaHHOE COAEPXWMOe LWNpULa A0 WAX NOCNe WCTeYeHWUs CPOKa TFOAHOCTU MOXET 6biThb

YTUIN3UPOBaHO B KaYeCTBE ObITOBbIX OTXOA0B (CIUTh C 60NbLUNM KOJIMYECTBOM BOfbI).

Mcnonb3oBaHHble  WNPULbl W UMbl OTHOCATCA K  3MNUMAEMWUONOrMYECKM OMacHbIM  OTX0AaM
(MH(MUKMPOBaHHbIE N NOTEHUNANBHO MHPULUPOBAHHbIE OTXOAbI: MaTepuanbl U UHCTPYMEHTbI, MpeaMeThl,
3arpsi3HeHHbIE KPOBbIO W/MAN APYTMU GUONOTMYECKUMM XUAKOCTAMMK). Y TUAM3aLUA AaHHbIX U34enni
MPOBOAMTCA B COOTBETCTBUM C MECTHBIMW W rOCYAapCTBEHHbIMU HOPMaMK MO YTUAN3aLUN MEAULMHCKNX
0TX0[0B.

B cootBetctBuM ¢ CaHlMunH 2.1.3684-21, oTX04bl JaHHOI0 MEAMUMHCKOro U3fenva nocne npuMeHeHUs
OTHOCATCA K Knaccy b: annaeMmnonornyeckn onacHble 0TXoAbl.

CVIMBO/bl MApKMUPOBKM

M3rotoBuTeNb
bl J1
WY [aTa n3rotosfieHns

Mcnonb3oBaTb 4o ...

TemnepaTypHbIii AnanasoH

He cTepnnn3osaTb NOBTOPHO

3anpeT Ha NOBTOPHOE MCMOJIb30BaHNE

He ncnonb3oBaTh Npu NOBPEXAEHNN YAKOBKM

(8)
ISERE 11 CTepunusauus napom

O6paTuTeCh K MHCTPYKLMM NO NPUMEHEHUIO

-
A OcTopoxHOo! O6paTtunTech K  MHCTPYKLUK no
NPUMEHEHWNIO
ILOT| Kog naptum
REF Homep no karanory
He gonyckatb BO34e/CTBMSA CO/THEYHOIO CBeTa
bBepeyb OT Bnaru
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l'apanTnn

/ TapaHTHiiHEI CPOK COOTBETCTBYET CPOKY FOAHOCTH M3aenus. CpoK TOJHOCTH MEAMLMHCKHX H3JE/Hil
/ cocrasaser 3,5 roza.

[IpoM3BOMMTENL TapaHTHPYeT KayeCTBO M3NENHH M COOTBETCTBHE 3aABJCHHBLIM TEXHHYECKHM
crieunQHKaUHAM B TEYEHHE BCETO CPOKA TOJHOCTH NPH COGNIONEHHH YCIOBHMHl OKCILTyaTaLMH,
TPAHCTIOPTHPOBAHHS M XpaHeHHs. IIpou3BOAMTENb MWIM €ro YNOJHOMOYEHHBIH MpEICTaBHTEND
NpeaocTaBseT HHPOPMALIMIO M PEKOMEH/IALMH B OTHOLIEHHH PHCKOB, a TAKKe MPEANHCaHHs, METOAbI H
TEXHHYECKHE NPHEMBI JUIS TIPHMEHEHHS H3EIHA.

KoMnauus-npou3BoauTens CHUMaeT ¢ cebf BCIO OTBETCTBEHHOCTh M OTKA3bIBAETCA OT TapaHTHMHBIX
0653aTe/ILCTB B CBA3M C TPABMAMH NALMEHTa WIH yILepOoM, KOTOPbIi MOXKET HMETh MECTO B pe3yJIbTaTe:

1. Beibpannoro croco6a NpUMEHEHHS H TEXHHUECKOTO NpHeMa BBEIEHHS WMILIAHTA NP HECOBIONEHHH
YCTAHOBJIEHHBIX PeKOMEH/IallHiA.

2. Henonxonsuiero HasHaueHus, BLIGOpa HCIIONL30BAHHUSA UL KOHKPETHOTO MAlHEHTa.

3. Ucnosib30BaHHs M3/1€/THs TIOCTIE HCTEYEHHS YKA3aHHOTO CPOKa FOIHOCTH HIIH TPH HapyLIEHUAX IPaBuIl
XpaHEHHs M TPaHCTIOPTHPOBKH.

HiroroBuTean u AucTpHGBLIOTOP:
«AJIBBOME/] I'm6X», I'epmanus
ALBOMED GmbH, Hildebrandstrasse 11, 90592 Schwarzenbruck, Germany
Ten.: +49 (0) 9183-95 69 82-0; dakc: +49 (0) 9183-95 69 82-9
info@albomed.eu
www.albomed.eu

YnoaHomMo4eHHbIH npeacTaBuTeNb npou3BoauTeas B Poccun

O6uecTBo ¢ orpaHHueHHOH oTBeTcTBeHHOCThI0O « MKHT MMnopt» (OO0 « MKHT MMnopt»)

Agnpec: Poccus, 119071, Mocksa, yn. OpmkoHukuase, a. 12, ctp. 2.

Ten.: +7 495 786-39-63;

e-mail: info@mecnt.ru

YnonHoMoueHHBIi npeacTaBuTeNb NPoU3BoanTeNns B Poccuy HaseneH npaBamMu obecreueHus NpoLeccoB
NPOCIEKUBAEMOCTH NMPOAYKLHMH H MOCIEPErHCTPALIHOHHOTO MOHMTOPHHIa 6€301M1aCHOCTH MEAHIMHCKOTO
H3/1e/IMs B LENAX BIABJICHUS U NpeOTBPAILECHHs MOOOYHBIX AEHCTBHH, HE YKa3aHHBIX B HHCTPYKLIUH IO
NPUMEHEHHIO, HeXXeNaTeNbHBIX peakluil MPpH NPUMEHEHUH MEIULIMHCKOTO H3JeNHs, 0COOEHHOCTEH
B3aUMOZICHCTBHA MEIUIIMHCKHX U3JIeNHii Mex Iy coboit, pakToB U 06CTOATENLCTB, CO3AAIOLINX YIPO3Y
YKH3HH U 3/I0POBBIO IPAXAaH U MEAULIMHCKUX paboTHHKOB. J{j1s1 BbINONMHEHUS qaHHBIX ¢pyHKuu# 000
«MKHT HUmnopt», 1eficTBys B KaueCTBE YIIOJHOMOYEHHOIO NPEACTaBHTEJIA, HITH/H €ro J0BEPEHHbIE
JMIA HajieJIeHBI TPaBOM cOOMpaTh NOC/EPErHCTPALHOHHBIE JaHHbIE, JOBOAMTH J0 CyOBEeKTOB 06pallieHUs
“HdopManuIo 1o 6€30MacCHOCTH, BOBJIEKATbCA B MEPOTIPUATHS 10 BHINOJHEHHIO KOPPEKTHPYIOIUKX H
NPEBEHTHBHBIX JICHCTBHIA, a TaKXKe 3aK/II0YaTh COOTBETCTBYIOLME COIIAILIEHHS 0 OOMEHY JaHHBIMH B
OTHOILEHHH STOH NMPOAYKIMH, €CITH 3TO HEe POTHBOPEYMT 3aKoHOAaTeNbCTBY Poccuiickoit deaepauuu u
EBpazniickoro DxoHomuyeckoro Corosa.

Perucrpaunonnoe yaocrosepenne B Poccnn Ne XXX 0000/0000 ot 00.00.0000

Cnucox crangapros: EN ISO 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 ISO 11607-1:2009; EN 868-3; EN ISO 15223-1; EN
980; EN 1041:2008+A1:2013; EN ISO 14971; EN ISO 13485; MEDDEV 2.7.1.

KonrakTHble NaHHbIE YNOJIHOMOYEHHOTO JHIA N0 MOHHUTOPHHIY HeGJAaroNpHATHLIX COOLITHH
(mHumaenToB) Ha TeppuTopuH Pecnybinku Kazaxcran:

TOO "TonMen", 050008, Pecny6nuka Kazaxcran, r. AnMarsl, AJMaIHHCKHIA p-OH, np-KkT Abas, a. 109B,
opuc S01A.

Ten.: +7 7273470814
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E-mail: reg@topmed.kz

Haumenoanue (0603HaueHHe) HOPMATHBHOIO /JOKYMEHTA, B COOTBeTCTBHH ¢ KOTOPBIM
MPOH3BEACHO H3ACAHEe MCIHIANCKOr0 HAZHAICHAN:

Texuuueckuif ¢aiin ot AZ.MM.ITIT

Penaxuua ** oT A MM.ITTT.

CTpana npoMcxORACHANA: *****
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Homep B peecTpe JOKYMeHTOB 622/2023
YpoctoBepuTenbHas HagNuch:

HacToswumM, MHOK NOATBEPXAAaeTCcsA NOAMMUCH

r-Ha NMurepa XanbBacceHa, pogusweroca 13.04.1952 r.,
NpoXmnBaroLwero no agpecy 59427, r. YHHa, bepreer, 8,
N3BECTHOI0 MHe JINYHO,

BbICTYMNAKOLLEro B KayecTBe YMNpaBfAlOLWEro LUpPeKTopa C NpaBoOM efWHOMIMYHOrO NpeacTaBUTENbCTBA
KomnaHun Anbbomes mM6X ¢ MecTOHaxoXpaeHuem B T LLBapueHOpOK, 3aperncTpupoBaHHOW B
KOMMEpPYEeCKOM peecTpe OKpy»XHoro cyga HiopHbepra, HR B 31852, ueMy s Hawen nogTeepxgeHue no
pesynbTaTtaM NPOBEPKW B 3/IEKTPOHHOM peecTpe cerogHs, 26 ceHTabpsa 2023 r.,

MOAMMHHOCTb Yero MHO 3aCBMAETENbCTBOBAHA.
SBMBLLEECS NNL0 IMYHO 3HAKOMO HOTapuycy.
B cooTBeTCTBMM C npaBunamy 3aliuUTbl [aHHbIX, K/AWEHT 3afBW/, 4TO OH fdan CBOe corfacue Ha
KOMMbIOTEPHOE XpaHeHne, 06paboTKy 1 nepefadvy AaHHbIX TPETbMM /IMLAM B XOA€e UCMOMHEHNSA AaHHOTO
LOKYMEHTA.

HoTapuyc cnpocun npeacTaBLUero nepej HUM YefoBeKa, BOBEKACSA N U BOBIEYEH HOTAPUYC NN OAUH
M3 ero MpoeccMoHanbHbIX KOMMaHbOHOB B [0, fBASIOLLeecS NpeaMeTOM 3TOro YAOCTOBEPeHMs 3a
npejenaMm HOTapuanbHOW KOHTOPbI. ABMBLUEECA NULLO OTBETWU/IO OTPULLATENBHO.
91 He co3faBan LOKYMEHT 1 He Obl/1 BOB/IEYEH B NPOBEAEHME 3KCNEePTU3bl MO CyLLECTBY.
I. YHHa, 26 ceHTAbpsa 2023 T.

[Kpyrnas penbeHas neyaTb-Hakneilka Ha [Mognuce]

CLUMBKE]: Woaxum Bactnb, HoTapuyc
Moaxnm Bactnb - HoTapuyc B r. YHHa
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MepeBoA fauHO™ TeKCcTa BbIMONHEH NEPEBOAYMKOM TLWOHEHKOBLIM MUTPUEM BUKTOPOBUYEM.

Poccuitckaa degepauns
Mopog MockBa
TpuauaThb Nepeoro oKTAGPA fABe ThiCAYM ABaALATb TPeThero roga
A, PognHa YnbsHa AnekceeBHa, BPEMEHHO UCMONHAKOW A 06s3aHHOCTM HOT a*ar o p o 4 a Kopa
Bnagnmnpa KoHCTaHTUHOBMYA, CBUAETENLCTBYIO NOAMMHHOCT b nognucu mgeebpHUKa ftdceneH " ~~
AMnTpua BukToposuua. -
Mognuce cfenaHa B MOEM NPUCYTCTBUM.
JTnyHoCcTb Nognucasllero 4OKYMEHT yCTaHOB/eHa.

Sapeaucmpupt LU e”pe,ecfppeh”7/2138-n/77-20233"~"g2"
YnnayeHo 3T  "pwér"é. Kpywpw THoOro geicTeus: 400 py6. 00 kon.

Y.A PoanHa

Bcero npowH
1 CKpenneHo neya®

BPWNO HoTapuyca
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