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Instructions
for medical use of the medical device
Name of the medical device
Sterile viscosupplement device FLEXOTRON® for intradirticular use, 2.0 ml per a syringe.

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
maq/ml, 2.0 ml

Composition of FLEXOTRON® Classic

1 ml contains;

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

MarHP04 « 2HrO 0,563 mg
Sodium Dihydrogen phosphate dihydrate

MaHrP04 *2HrO 0,045 mg
W ater for injection purposes g.s.ad 1ml

Composition of FLEXOTRON® Smart
1 ml contains;

Sodium hyaluronate 1.6%/16 mg
Sodium chloride 8,500 mg
Dlsodium Phosphate dihydrate

Na2HP04 « 2HrO 0,563 mg
Sodium Dlhydrogen phosphate dihydrate

NaH2P04 « 2HrO 0,045 mg
W ater for injection purposes g.s. ad 1ml

Composition of FLEXOTRON® Solo
1 ml contains;

Sodium hyaluronate 2,2% /22 mg
Sodium chloride 8,500 mg
Dlsodium Phosphate dihydrate

MarHP04 *2HrO 0,563 mg
Sodium Dihydrogen phosphate dihydrate

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

Delivery and packaging

Each variant of FLEXOTRON® is deiivered to the end user consisting of the foiiowing components:

- impiant (liquid mixture of components, see the table above) in a pre-fiiled glass syringe placed in a blister pack;
« 3 implantation stickers;

- instructions for use.
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Description, technical and functional characteristics

FLEXOTRON® Classic / Smart / Solo is a prosthesis of synovial fluid, a steriie, 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.

Technical specifications:

Sterility

Appearance

Odour

Color

Implant viscosity at zero shear rate;
- Classic

- Smart

- Solo

Imolant dH

Molecular weight

Extractable volume of the imolant
Osmolality

Bacterial endotoxines

Implant mechanical impurities:

> 10 pm

> 25 urn

Recommended needle sizes (are

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

clear homogeneous viscoelastic solution
(sel)

odourless

colorless, transparent

> 10 000 mPas

>20 000 mPa s

>50 000 mPa s
6.8-7.4

0.8-2.5 million Dalton
Z2ml

270 - 400 mOsmol/ kq
<0.5U.l1./ml
sub-visible particles
<25 000 pcs/ml

s 5000 DCS/ ml

21G, single use, sterile

not a Dart 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.

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 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 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 implantwas 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 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 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. Itfacilitates to increase the range of movements and
provides mechanical protection of the tissues of a joint cavity, which in turn can improve a course of osteoarthrosis / osteoarthritis
and other degenerative, dystrophic and post-traumatic joint pathologies.

Based on the clinical information about biodegradation characteristics and tfierapeutic effects duration of intra-articular hyaluronic
acid, itis assum ed that the biodegradation ofeach variantof FLEXOTRON® viscosupplementtakes 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
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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 hyaluronic 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 first days after treatment.

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

The product must not be resteriiized 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. o NN XU no*

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 st”le
sharp needle to the syringe tip. For injection a disposable 21G sterile needle should be used (not included). Itis necessary to disinfect
the skin by an antiseptic. The product is injected exactly into the joint cavity by standard methods, taking into account a patienrs
anatomical features. Ifa pain increases during the injection an introduction to the joint cavity should be discontinued. Unused product
cannot be stored.

A simultaneous treatmentof multiple joints is possible. In case of intraarticular edema, before the hyaluronic acid remedy injection
itis 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 a

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

c) FI PXOTRON® Solo: 1 injection, a repeated injection can be performed in a few months (basing on an individual state).

Th™ Arpnt?M rticular forms of hyaluronic add 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. anH cwaiiinn «uriate
In extremely rare cases, the manifestation of local transient inflammatory symptoms (pam, fever, redness and exudate
increment in the joint cavity) are possible. After an intraarticular injection, reversible local reactions may occur,
restriction of mobility (stiffness), discomfort or heaviness in the joint, hematomas. The local application of ice for 5-10 minutes may

Nere 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, musde spasms,
fever, general malaise, peripheral edema after intra-articular injections of hyaluronic acid solutions.

Iflocal or general symptoms appear, consult a physician.

Hyaluronic acid is degraded by a family of enzymes called hyaluronidases most of which are lysosomal,

toxic degradation substances (primary degradation substances are oligosaccharides and low niolecuter weight '
humans, there are at least seven types of hyaluronidase-like enzymes. The biodegradation rate depends

and the characteristics of the individual patient’s metabolism. Degradation of the high-motecular-~ight extracellular hyaferonA”
occurs in a series of discrete steps generating hyaluronan chains of decreasing sizes. There is no date about the negative effed of
degradation products on the implantor about their systemic effects inthe human body. Some degradation substances can be utilized
inprocesses ofendogenous resynthesis.

fnthe case of severe reactions, the removal of an implant from the joint cavity can be recommended, including lavage inaccordance

If'the~reactioTto 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.

FLEXOTRON® line implants successfully passed preclinical tests and confirmed their compatibility with biological tissues, wlls 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.
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[The information about incompatibkity with other drups, substances and intra-articular Ijected products 18 currently not available,
however, a medical specialist should carefully read the relevant information in instructions for these druga‘substance/products and
use with caution.

Special notes
Ouring the first 2 days after the procedure, it is recommended not to overload the joint, espacially to avoid prolonged axsrtion. In
case of fluid aspiration befors viscosupplementation thesagy the appropriate clinicat axamination should be conducted to exclude a

bacterial etiology of arthritis.
The praduct does not affect the ability of a person to drive vehiciee, to angage in other potentially dangerous activities thet require
high concentration of athention and of reactions.

Electromagnetic fleids and ionkzing radiation
The viscosuppiement devices ars compatibie to use in magnetic resonance investigations in magnetic fialds induction at lsast 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 weil as do not trigger any known relevant subssquent effects In a human body.

The viscosupplement devices ane not amenabie to visualization through radiological, ultrasound and other scanning procedures due
fo the proximity of their physical properties to tha natural components of the human tissues.

Transportstion and storage conditions

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

» relavant humidity 30-60%;

s protect from Kght,

» do not freeze,

» avoid shock.

Keep out of the children reach.

This medical devica is transported by all types of imnsport In coverad vehicles in accordance with cargo transportation requirements,
rules and laws appliicable on sach type of transport.

Shetf life
The sheif s of FLEXOTRON® is limited of 3,5 years. The expiration date is indicaled on tha packaging and is valid under the
conditions of transportation and storage. Do not use after expiration date.

Unused syringes can be disposed as housshoid wasts. Dispose the glass with care.
Unused contents of the syringe before or after the sxpiration date can be disposed of 8s household wasie {drained with plenty of

accordance with local and state regulations for the disposal of medical wasts,
In accordance with SanPiN 2.1.7.2700-10, the waste of thia medical device after usage belongs to class B: epidemiologically
hazardous waste.

Manufachwing date
Useupto...

rc Temperature range
(-

W‘klng Manufacturer
]
&

“Do not resterilize

Do not reuse

Do not use with damaged package

®

Moist heat sterilization
[

A

Iz

A

Refer to the instructions for use.

Caution! Refer to the Instructions for use.

Batch number
Catalogue number
Protect from the light
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Protect from the moisture

Do not freeze

The device is 8 Medical Device

European Union registration symbol CE

aRE@“

Wa
The warranty period lsequalbtheswl‘llfeoflfnpmdu.ThesMIllibofmodiuldwimisa,smu.
The manufacturér guaraniees the quality of the products and ucmpﬁmwihﬁndaduodbdmuupecm\sfwmm
medical devices shelf ifs in case of following the appropriate application, transportation and storage conditions. The manufacturer
of its authorized representstive provides information and recommendations regarding risks, as well as prescriptions, methods and
techniques for the usage of the product.
The manutacturing company disclaims ak responsibiity and disclaims any warrenty obligations arising from patient injuries or

damage that may occur as a resutt of:

1. The selected mathod of application and technique for the implant Injection in case of non-compliiance with the establishad
recommendations.

2. improper appointments, a choice of use for & particular patient.

3. Madical devica » after the 8 ad expiration date or in violation of and conditions.
Manufacturer and Distributor:

«ANBEOME[ MNabX», Mepmawma
ALBOMED GmbH, Hildebrandstrasse 11, 80692 Schwarzenbruck, Gemany
Tel.: +49 {0) 9183-85 69 82-0; Fax: +49 (0) 9183-85689 829

Infofpalbomed .oy
www.sibomed.eu _
in Russia

Authorized

MCNT import limited company (MCNT Import Lid.)

Address: Russia, 119071, Moscow, Ordzhonikidze st., 12, building 2.
Tel.: +7 465 786-35-83;

e-mail: nfofdment.ry

The authorized representative of the manufacturer in Russia is empowered 10 ensure the processes of product fraceability and post-
registration monitoring of the safety of & madical product in order to m:ndptmsdlmmatmmtmcmod in the
instructions for use, undasirable reactions when using a medical product, the features of the mulual interaction of medical devices
sndangering the fife and health of ciizens and health worker. To perform these functions, MCNT impart L., acting as an authorized
representative, or / and Itspro:duamenﬁodbedhdput—reglstralonm communicate safety information 1o the subjects of
circulation, be involved in comective and preventive actions, and conchile appropriate agreements on the exchange of data n
relation 10 these producis, ¥ it does not contradict the legistation of Russian Federation and Eurasian Economic Linion.

Russian registration certificate: Ne XXX 00000000 ot 00.00.0000

The list of standards: EN 1SO 14830; EN ISO 10983-1; EN SO 10893-5; EN ISO 10093-10; EN 1SO 10993-12; EN ISO 17665-1;
EN $56-1:2001/AC:2008; EN ISO 11737-1:2008/AC:2009; EN 11737-2, EN ISO 14808-1: EN ISO 14898-2:2009AC:2008; EN 180
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.

g TP TPt e Tvepgr Iyt —everyrey Pogr

mh dmmmummammtmm)hmmu of the Republic of
n:

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

Tel.: +7 7273470814

E-mail: 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.

Cou of n; ™
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UVZ-Nr.: 746/2022

Bealaubigungsvarmerk:
Vorstehende, vor mir volizogene Unterschrift

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

handeind als einzelvertretungsberechtigter GeschSftsfUhrer der Albomed
GmbH mil Sitz in Schwarzenbruck, eingetragen im Handelsregister des
Amtsgerichts NQrnberg HR B 31852. was tch aufgrund elektronischer Emsicht
vom heutigen Tage indas Register bestatige,

b~ feubige ich hiermit.
Der™ Irschienene ist dem Notar von Person bekannt.

Mit Speicherung und Obermrtllung persdnlicher Daten zum Vollzug dieser
Urkun h besteht EinverstSndnis.

Es wirpestatigt, dass weder der amtierende Notar, noch eine der mit ihm beruflich
yerbunfrten Personen in dieser Angelegenheit auRerhalb des Notaramtes tatig
geworde”ist.

Ich babel | Urkunde nicht entworfen und war mit einer inhaltlichen Prufung”nicht
beauftra(
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apostille
(Convention do0 U Have du-5 octobre 1961)
1. Land: BundosrapubHk Dcutschlang
* DIGse dffentliche Urkundo n
2. ist urleracbrwben von _
Notar g Q rhj'm --------
3. in seiner-"rer Eigenschaft ats
" Notar

4. s|| " versehep mt Siegel des
Iry2 »

Best/tigt

5. Dortmund 6. am —
7. dutch den Prastden"des Lanteridi s

8. unter Nr. ££4::— ~ ... ..

8. Siegel 10. Unterschrifl.-----
InVertretung
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[MepeBoA C aHIMIACKOro ¥ HEMELIKOTO A3bIKOB HaPYCCKMUIA A3bIK]

A noateepXxAak TOYHOCTb, NPaBUNBHOCTb
N OOCTOBEPHOCTb cCoaepXaHNA TEKCTa 3TOro 4OKyMeHTa

[Mognucs] pata: 20 gekabpsa 2022 r.

(noanuce)

XanbBacceH. Nuteo fHalfwassen. Peter]

(BOMKHOCTb M UMS)

OT nmeHun M NO nopydeHuto Albomed* GmbH.

VIHCTpYKUMSA M0 NMPUMEHEHMIO MeVULIMHCKOIO U3AeNNS:

MMnnaHTaT BA3KO3/1aCTUYHbIA CTEPUbHBIA AN BHYTPUCYCTaBHON MHbeKuun PJIEKCOTPOH'
Knaccnk (FLEXOTRON® Classic), rmanypoHart Hatpus 1,0%, 10 mr/mn, 2,0 mn.

ViMnnaHTaT BSI3K03NaCTUYHbIA CTEPUNbHBIA AN BHYTPUCYCTaBHOW UHbeKunn DSIEKCOTPOH'N
CwmapT (FLEXOTRON® Smart), ruanypoHar Hatpua 1,6%, 16 mr/mn, 2,0 mn.

MIMnnaHTaT BS3KO3MNAaCTUYHbIA CTEPUbHBLINA ANS BHYTpUCYCTaBHOM MHbeKuMn PJIEKCOTPOHN
Cono (FLEXOTRON® Solo), rnanypoHat Hatpusa 2,2%, 22 mr/mn, 2,0 M.

«Anbbomen* Tm6X» [Albomed* GmbH]
XnnbaebpaHgwrtpacce 11
90592, r. WBapueH6pyK, N'epmaHunsg
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MHCTpYyKUNA

Mo MeNLMHCKOMY NPUMEHEHWNIO MEANLIMHCKOIO M3aeNus

HanmeHoBaHMe MeLULUNHCKOI0 N3aenmsa

WmnnaHTaT BA3kosnactuyuHbli PJIEKCOTPOH® (FLEXOTRON®) cTepubHbIR ons

BHYTPUCYCTaBHOM MHbEKLMN, 2 M/ B LLUNPULIE.

MMnnaHTaT BA3KO3NACTUUHbIA CTEPUNbHBIA ANS BHYTpUCYCTaBHOW WHbeKUMn PJIEKCOTPOH®

Knaccnk (FLEXOTRON® Classic), ruanypoHat HaTpus 1,0%, 10 mr/mn, 2 mn.

MMnnaHTaT BA3KO3MaCTUUHBIA CTEPWUNbHBLIN AN BHYTpUCYcTaBHON uMHbEKUMM PJIEKCOTPOH®

Cwmapt (FLEXOTRON® Smart), ruanypoHar Hatpusa 1,6%, 16 mr/mn, 2 mn.

MMnnaHTaT BA3KO3MACTUYHbIA CTEPUNbHBIA AN BHYTpUCYyCTaBHOW UHbeeaun PSIEKCOTPOH®

Cono (FLEXOTRON® Solo), ruanypoHart HaTpusa 2,2%, 22 mr/mn, 2 M.

CoctaB ®JIEKCOTPOH® Knaccuk:

B 1 mn cogepXxnTcs:

['ManypoHat Hatpusa

Xnopua HaTpus

Aunrngpat rugpogochara HaTpums
Na2HP04 * 2H20

Ourngpat guruapodocgara HaTpus
NaH2P04 * 2H20

Boga ana HbeKLnii

CoctaB PJIEKCOTPOH® CwmapT:

B 1 mn cogepXxuntca:

['ManypoHaT HaTpus

Xnopua Hatpus

Aunrngpat rugpodocdara HaTpus
Na2HP04 * 2H20

Aunrvgpat guruapodocara HaTpus
NaH2P04 * 2H20

Bopa ans nHbekumit

CoctaB ®JIEKCOTPOH® Cono:

B 1 mn cogepxuTca:

"'manypoHar HaTpus

Xnopug HaTpus

Anrngpat rugpodocdara HaTpus
Na2HP04 *2H20

Anrngpat gurmngpodocara HaTpus
NaH2P04 * 2H20

Boga ana nHbvekuui

KoMnnekT noctaBku 1 ynakoBka

1%/ 10 mr
8,500 mr

0,563 mr

0,045 mr
[0 obbema 1 mn

1,6%/ 16 mr
8,500 mr

0,563 mr

0,045 mr
[10 06beMa 1 mn

2,2% /22 mr
8,500 mr

0,563 mr

0,045 mr
[0 o6bema 1 mn

Kaxabin BapuvaHT ucnonHeHmss ®JIEKCOTPOH® nocTaBnseTcsd KOHEYHOMY MO0/b30BaTeNlo B
COCTaBe U3 C/efyoLwmx KOMMOHEHTOB:

- MMNMIaHTaT (KMAKas CMeCb KOMIMOHEHTOB, CM. TabnuLy Bbille) B NpeABapUTENIbHO 3arno/IHEHHOM
Lunpuue B 6/IMCTEPHON YNaKOBKE;

- 3 IMMNaHTaUNOHHbIX CTUKepa,;

- UHCTPYKLMSA NO NPUMEHEHWIO.
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OnucaHue, TeXHNUYEeCKNe N (PYHKLUNOHA/IbHbIE XapaKTePUCTUKN

®JIEKCOTPOH® Knaccuk / Cmapt / Cono - npoTe3 CUHOBUA/IbHOW XWAKOCTW, CTEPWNbHBbIN,
NPO3payHbIin BA3KO3NACTUYHBIA reflb, COAEPXarli/ rmasypoHaT HaTtpus, Noayyaemblidi MeTOLOM
GaKTepuanbHon hepmeHTaumn, B ocdaTtHoM Bydepe.

IMnnaHTaT He COAEPXKMT NEeKapCTBEHHOr0 CPeacTBa A1 MeAULMHCKOro NPUMeEHeHNs, MaTepmanos
YXMBOTHOIO 1 (M) Ye0BEYECKOr0 MPOUCXOXKAEHNS.

CTepunbHOCTb

Bug

3anax

LiBeT

BA3KOCTb MMMaHTaTa Npy HyNeBon
CKOpOCTW caBura:

- Knaccuk

- Cmapt

- Cono

pH nmnnaHTa

MoneKynsipHbIii BEC
13Bnekaemblii 06bEM MMNIAHTaTa
OcMOoNsANbHOCTL

BakTepuanibHble 3HAOTOKCUHbI

MexaHn4yecKkne NpUMeCH B UMMIAHTE:

> 10 MKM
> 25 MKm

CTEPW/IbHO; CTEPU/IN30BaHO aBTOK/1TaBMPOBaHMEM MO
cTaHgapty EN I1SO 17665-1 ¢ ypoBHeM 06ecrneyeHus
cTepunbHocTH (SAL)

YUCTbI FOMOTEHHbI pacTBop (refb)

6e3 3anaxa

6eCLBETHbII, NPO3payHbIii

> 10000 wMac
>20000TMac
>50000TMac

6,8- 7,4

0.8 - 2,5 munnmoH da
>2MN

270 - 400 mOcmonb/Kr
< 0,5 ME/™mn
cy6BMANMbBIE YaCTULbI
<25 000 wt/M™mn
<5000 wt/™mn

PeKoMeH/yeMble pasMepbl Urn (He 21G, ofHOpa3oBble, CTepU/bHbIE
ABNAOTCA YaCTbIO ITOTO

MeAMLIMHCKOr0 U3Aennsl)

Ha3HaueHune

BA3koanacTnyHoe NpoTe3npoBaHNE CUHOBUA/IbHOW >XUAKOCTU Y MNAaLMEHTOB C AereHepaTuBHO-
ANCTPOMYECKMMU N NOCTTPaBMATUYECKMUMU NOPaXKeHUSAMU CYCTaBOB, a TakKXe Yy /L, UMeLWmX
MOBbILLEHHbIe Harpy3Kn Ha MNOBPeXJeHHbIe CYCTaBbl.

MokaszaHns K NPUMEHEHWUIO

- octeoaptput / ocTteoaptpo3 (OA) w©  gpyrue  [ereHepatMBHO-AUCTPOPUYECKME 1
NOCTTpaBMaTMUYeCKMe MOPaXKEHNS KONEHHbIX, Ta300e4PEHHbIX U APYTrX CUHOBUA/bHbIX CYyCTaBOB.

- BOCCTaHOB/IEHME CBOWCTB CMHOBMA/IbHOM XMAKOCTU NPW OPTOMNEANYECKON XMPYPrum CycTaBoB, a
TaKXXe Y /UL, UMEIOMLLX MOBbILLIEHHbIE HArpy3KM Ha NOBPEXAEHHbIE CYCTaBbl.

Kateropus nonb3oBaresei

MckntounTenbHO NpakTUKYHOLME Bpayn-CreLyaIncTamu.

BepeHve npofgyKTa [AO/MKHO BbIMOMHATLCA B ACEMTWMYECKMX YCMOBUAX MPOUEAYPHbIX 1
MaHWUMYAIUMOHHBIX ~ KaOVHETOB  MEAVUMHCKUMM  PabOTHUKaMW,  BNAfelonMy  TEXHUKON
VHTPaapTUKYNAPHbIX UHLEKLWIA.

O6beM 0HOrO MMMMaHTaTa NPMOMKEH K 6e30MacHOMY 06beMy CpefHMX ¥ 6ONbLUMX CyCTaBOB
B3pOC/IOro YenoBeka. HeT Kakux-nnbo orpaHnYeHuidi No aHTPONOMETPUYECKUM M aHAaTOMUYECKM
0CO6EHHOCTAM LIeNIeBOr0 NauyeHTa.

CBoiicTBa 1 NPUHLMN AeACTBUSA
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I MaNlypoHOBasi  KMUCNOTa NpeacTaBnsieT coboin  nonu-(2-auetammao-2-ae3okcun-0-rnioko)-B-
MIOKYPOHOI/IKaH, TO €CTb MOSMMep, COCTOSbIWMA M3 0CTaTKOB D-ritoK3(OHOBOW KMcnoTbl U N-
aueTnn-O-rnioKo3aMmmHa, COoeAVHEHHbLIX nooyepéaHo p-1,4- n  p-1,3-rUKO3UAHBIMUA - CBA3AMU.
Bnarogaps Takoi MOMMMEPHON TPEXMEPHON CTPYKType (hOPMUPYHOTCA KPYMHble OTPULATENIbHO
3apsKeHHble arperatbl, yAepXuBaroniwie Bogy. ITW arperatbl OTBeyalOT 3a B/arocofepXxaHue,
YNPYrocTb N 31aCTUYHOCTb XPSLLIEBON TKaHM (YCTOMUYMBOCTL €€ K KOMMPECCUN).

BHyTpucycTaBHOe 060ralleHne CUHOBMANbHON >KMAKOCTU WHBLEKUMAMW TFManypoHaTa HaTpus
CMOCOOCTBYET  YNYULIEHWHO WM BOCCTAHOBJ/IEHWIO  BA3KOYMNPYTMX CBOWCTB  €CTECTBEHHOW
CUHOBMA/IbHOW XXUAKOCTKW. ["ManypoHaT HaTpusa 0TBeYaeT 3a BA3KOYNpYrme CBOMNCTBAa CUHOBMAIbHOM
XXUAKOCTW, Takum 06pa3oM BS3KO3M1aCTMUYHOE MNPOTEe3MpPOBaHME MO03BONSET KOMMEHCUMPOBATb
HeA0CTaTOYHOCTb MMaslypOHOBOIN KMCNOTbI B CUHOBMANIbHOM XNAKOCTA UKW CHKEHME e BA3KOCTMH,
CMArYUTL BHELLIHME Harpy3Ku Ha cycTaB, 0becreynBaeT CMasblBaHVe, BOCCTaHOB/IEHME YNPYTroCcTu U
BA3KOCTW, amOpTU3aLMIo, YBMaXHEHMe M 06BONAKMBaHME CYCTaBHbIX MOBEPXHOCTEN, MOKpPbIBas
CMas3bIBaOLLMM 3aLLUUTHBIM C/0EM XPALL M PeLenTopbl CUHOBUW. JTO MOMOraeT YBE/NUYNTb 0ObEM
ABWXEHUI N 06ecneymBaeT MeEXaHNUYECKYH 3alMTy TKaHel NonocTu CycTaBa, YTO B CBOK O4Yepeb
MOMXXET Y/lyyLlaTb TeYeHMe 0CTeopaTpo3a/ 0CTeoapTpUTa U APYrnx AereHepaTMBHO-4UCTPOPUYECKNX
1 NOCTTPaBMaTUYECKMX NATONOrMIA CYCTaBOB.

Ha oCHOBaHMM KNMHWYECKMX CBEAEHWUI 06 0COBEHHOCTAX Guoderpagauny U NPOAOCIHKUTENBHOCTM
NneyebHbIX 3PYEKTOB BHYTPUCYCTaBHOIO BBEAEHWUS FMaslypOHOBON KUCNOTbI NpeAnonaraeTcs, YTo
oroferpaganms Kax40ro BapMaHTa UCnosIHeHNA BA3K031aCTUYHOro nMnnaHTata "®JIEKCOTPOH®"
NPOMCXOANT B CPOK OT 12 [0 24 Hepenb. KnnHnYeckuii aththekT neveHns COXpaHAeTCA B TEUEHME He
MeHee 6 MecsLEB.

lMpoTmnBONoOKasaHnA

W3penve He fO/IXHO UCMOb30BATLCA MPU TIeYEHUN NaLUEHTOB:

- UMeroLLMX MOBLIMMEHHYI0 YYBCTBUTE/IbHOCTL K OA4HOMY 13 KOMIMOHEHTOB U3JeNuns,;

- CTpajaroLLmMx cenTnYeckuM apTpmuTOM;

- CTpaaloLmX MHEKLMSMUN KOXI UM AepMaTONOrMYecKMm 3a60/1eBaHUSIMU B 061aCTU MHBEKLNN;
- NPYHUMAIOLLMX aHTUKOAryNAHTbI, Takue Kak, Hanpumep, ®eHonpoKyMoH v BapdapuH.

Mepbl NPeaoCTOPOXKHOCTU

Mo npuunHe TOro, YTO CeNTUYECKWUIA apTPUT ABNSETCA CEPbe3HbIM MOBOYHBLIM  3(EKTOM,
HeobxoamMmo cobnofaTb BCe CTaHZapTHble Mepbl MPefOCTOPOXHOCTU  ANA  XUPYPrUYECKUX
BMeLLIaTeNbCTB.

N3penve  npefHasHauyeHO 418 BHYTPUCYCTaBHOrMO  BBefeHWs.  Heobxogumo — m3beratb
BHYTPWCOCYZMCTOr0 UV BHYTPUTKAHEBOrO BBEAEHUSA V3ENUS.

BBuay OTCYTCTBUA KIMHUYECKUX AaHHBIX MO MPUMEHEHWUIO TMa/lypPOHOBOW KWUCNOThI NPY NIEYEHNM
[eTeld, 6epeMeHHbIX N KOPMALLUX XEHLUMH, n36eratb UCMO/b30BaHUA U3LENNUSA Y AaHHbIX FPynn
MauyeHToB.

3penve cnefyet UCnosb30oBaThb [0 UCTEYEHNS CPOKA FOAHOCTY, YKa3aHHOMO Ha YNaKoBKe.

B nepBble AHW NOC/E VUHBEKLMN MOXET ObITb MOME3HbIM NepopasibHbIA MPUEM aHaIbreTUKOB WK
MPOTVMBOBOCMANTESIbHBIX NIEKAPCTBEHHBIX CPEACTB.

MpriMeHeHe n3aenns COBMECTHO C YETBEPTUYHBLIMW COEAMHEHUAMN aMMOHWSA 3amnpeLLeHo.
[MoBTOpHAs CcTepuiM3aumMa M MPUMEHEHWE W3AeNnUsA 3arnpeLleHbl Mo NPUYUHE Hannyua pucka
BO3HUKHOBEHWS UH(EKLMN, NEPEKPECTHOW MHeKLMK 1 (Mn) AedeKTa n3genms.

Tonbko [ANA OAHOPa30BOr0 MCMONb30BaHMA. He MCMONb30BaThb LUNPUL, W3 OTKPLITON w/mMnn
MOBPEXAEHHOW CTEPU/IbHON YNakoBKW. He MCnoib30BaTh LUNPUL, C OTKPbITLIM UM NOBPEXAEHHbLIM
KO/INa4yKOM CTEPWUIBLHONO LLMPULA.

Mpn HapyLleHnW CTEPUSILHOCTU UM NOAO3PEHUM O HapYLLEHWUN CTEPUNBHOCTU MMIIaHTa U3aenue
[O/KHO ObITb YTUNN3MPOBAHO.

Ha3HauyeHue 1 fo3npoBaHme
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NHbeKUMI NPOBOAATCS BpayaMmu-CreLyanncTamMmm B aCenTUYeCKUX YCNOBUSX.

Mepes BBEAEHWEM WMMMaHTaTa COAEPXMMOE MLWIPWLA [0/MKHO ObiTh BU3Ya/lbHO OLEHEHO Ha
Mpo3pa4yHOCTb U OAHOPOAHOCTb. [OMYTHEHME, KpuUCTanM3auus, MOSBEHME OKPacku w/unu
MHOPO/HbIX BK/OYEHU MOXET CBMETENbCTBOBATb O HapyLUEHWWU MpaBWa TPaHCTOPTUPOBKN U
XpaHeHus n3aenws. MNpu NosBNEHNN BbilLeyKasaHHbIX NPU3HAKOB BBEAEHME UMIaHTaTa 3anperLgHo.

MMprMeHeHWe n3aenvsa BKIOYaET B Ce6s CHATUE Konnmayka ¢ Hacafgku JToapa npegsanosiHEHHOro
LWNpULa 1 NPUBMHYMBAHME K HacafKe COOTBETCTBYIOLL;el CTEPUIbHONM UT/bl C OCTPbIM KOHLOM. [ns
NHBEKLMN HEOOXOAMMO MCNO/b30BaTb OAHOPA30Bble CTEPUSIbHbIE UT/Ibl pasMepoM 21G (He BXOAAT B
KOMMJIEKT NoCTaBku). Heo6xoanmo npoae3nHMMLMpoBaThL KOXKY aHTUCENTUKOM. [penapar BBOAATCA
TOYHO B NOMOCTb CyCTaBa Mo CTaH4APTHbIM METOAMKAM, YUYUTbIBasg aHaTOMUYECKME OCOOEHHOCTU
nauueHTa. BeeieHue B MoIOCTb CyCTaBa AO/HKHO 6bITb MPeKpaLLeHo Npu Bo3pacTaHm 6011 BO BPeEMS
NHbEKUMW. Hencnonb3oBaHHOE CPEACTBO He NMOLMNEXMUT XPaHEHUHO.

B0O3MOXXHO OAHOBPEMEHHOE JfleYyeHWe HecKONbKMX CyCTaBoB. B  cnyyae BO3HWKHOBEHUSA
BHYTPWUCYCTaBHOrO OTeKa Mepef BBEAEHWEM [MalypOHOBOM KMCMOTbl HEO6XOAMMO YAaUTb
XWMLKOCTb METOLOM acnupaummn. JonycKaroTcs MOBTOPHbIE LIUK/Ibl NeYeHNUS.

MpeaBapuTeNIbHO 3anOIHEHHbIA WNPpUL, 06beMOM 2 M/ NpeAHa3HayeH ANS NIeYeHUs KONEHHOro,
Ta306epeHHOr o, MeYEBOrO M FO/IEHOCTOMHOIO CYCTaBOoB.

Ha unkn neyeHns MOXKeT ObITb PEKOMEHA0BaHa crielytoLLas nepuoanyYHOCTb BBEAEHUS:

a) ®JIEKCOTPOH® Knaccuk: exxeHefeNlbHO; 1 MHbEKLMS B HefleNto B TeueHune 3-X - 5-Tu Hefaerb.
LIMKN MOXeET BbITb MOBTOPEH Yepe3 HECKO/bKO MecsLeB (Mo MHAMBUAYaTbHOMY COCTOSIHULIO).

6) ®JIEKCOTPOH® CmapT; exxeHefenbHO; 1 MHbeKUMA B HeAento B TeyeHne 1-3-X Hefenb. LimMkn
MOXET ObITb MOBTOPEH Yepe3 HeCKOJIbKO MecALEB (M0 MHAMBUAYa/IbHOMY COCTOSIHUIO).

B) ®JIEKCOTPOH® Cono: 1 uHbeKLMSA, NMOBTOPHOE BBefeHWe 4epe3 HECKONbKO MecAueB (o
VHAVBUAYaIbHOMY COCTOSIHUIO).

Mo604YHbIE AENCTBUSA

MpuMeHeHWe  BHYTPUCYCTaBHbIX  (JOPM  FMa/lypOHOBOWA  KUCMOTbI  MpW  [ereHepaTuBHO-
ANCTPOUYECKMX U NOCMPaBMaTUYECKMX MOPaXKEHUAX CYCTaBOB AB/ISETCA XOPOLO M3YYeHHbIM
METOAOM C YCTaHOB/EHHbIM npoguaem 6e30MacHOCTK, MPUMEHSIOWMMCA Ha NPOTSHKEHUN
HECKO/IbKMX LeCATUNETHIA.

B kpaliHe peakux cny4yasx BO3MOXHO MPOSIB/EHNE MECTHbIX BPEMEHHbIX BOCMANNTENbHbK
cMNTOMOB (60/1b, NOBbILLEHWE TEMMEPATYPbI, MOKPACHEHWE N OTEUYHOCTb, YBE/IMYEHNE COAEPXKAHNS
aKccygara B MOMIOCTM CycTasa). llocne BHYTPUCYCTaBHOM MHBEKLUMM MOTYT BO3HMKaTb TakKume
obpaTuMble MeCTHble peakuum, Kak KpaTKOBPEMEHHOE OrpaHuyeHne NoABMXXHOCTU (CKOBAHHOCTb),
4yBCTBO ANCKOM(OPTA UM TAXKECTU B CyCTaBe, reMaTombl. [1posiBneHne JaHHbIX CUMITOMOB MOXHO
YMEHbLUWTb NPUKNIaLbIBAHWEM /bJa K MECTY MHBEKLMMN B TedeHne 5-10 MUHYT.

ImetoTca COOOLLEHUS O eAUHMYHBIX CN3™asX annepruyeckmx peakuuin (Hanpumep, 3y4, Cbinb,
KpanvBHULUA) W  aHaMNaKTUYeCKMX peakuMid, CEenTUYeCKOro apTpuTa, BHYTPUTKAHEBbIX
KPOBOTEUEHMSX WM KPOBOM3MMAHMSAX B MOMOCTb CycTaBa, TeHAEHWUTaX, (iebutax, napectesnsx,
rOMIOBOKPYXXEHWSAX, TOMOBHbIX 601X, MbILLEYHbIX Cra3max, YyBCTBE Xapa, 06LieM HefoMoraHuw,
nepugepuyecKmnx 0TEKOB NPU BHYTPUCYCTaBHOM BBELEHMNMN PAaCTBOPOB MaslypOHOBOMN KUCMOTI.
Mpy NOSIBNEHUM MECTHbIX UM 06MLLX CUMNTOMOB CNefyeT NPOKOHCYNbTUPOBATLCA C BPaYOM.

Buoperpagauusa

"ManypoHoBast KucioTa AerpagupyeTcs ceMeiicTBOM (DepMEHTOB, Ha3biBaeMbIX MManypoHuaa3amMm,
60/IbLLUMHCTBO 3 KOTOPbIX IM30COMasIbHbIE, C 06pa3oBaHMEM MOHOMEPHbIX HETOKCUYHBIX MPOAYKTOB
jerpagaumy (nepeBvYHbIMU NPOAYKTaMW [erpajaumn ABASKTCA OnUrocaxapuibl U ruanypoHarbl ¢
HW3KOW MOMIEKYNIAPHOI Maccoii). B opraHn3mMe YenoBeka CyLLeCTBYHOT N0 MeHbLLEN Mepe CeMb TUMOB
rManypoHngasonofobHbIX (epmeHToB. CKOpOCTb Ouoferpajaumm 3aBUCUT OT COCTOSHUS U
0COGeHHOCTeA  MeTabonM3Ma KOHKPETHOro naumeHta. [Jerpagauus  BbICOKOMOJEKYIAPHOMO
BHEK/IETOYHOr0 ruasypoHara MPOUCXOAUT B BUAE pAfa OTAE/bHbIX 3TanoB, rEHepUpYyonLLX
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raalypoHoBble Lenn yMeHblUarowWmnxea pasmepoB. [aHHbIX O HEraTMBHOM B/IMAHUW MPOLYKTOB
gerpagaunn Ha MMNNaHT UNA 06 KakKumx-imbo WX CUCTEMHbIX 3(t)q3€KTaX B TEJIE 4E/I0OBEKaA, HET.

HekoTopble MpoAYKTbl ferpafauum MoryT 6biTb MCMO/Mb30BaHbl B MPOLIECCAX 3HAOTEHHOrO
pecnHTEsa.

Y[aneHne nmnnaHTa

B cnyuae BbipaXKeHHbIX MPOSBIEHNIA MOXET ObITb PEKOMEH/I0BAHO YaneHe UMniaHTa U3 noaocTu
cycTaBa, B TOM u4uMCne C TMPUMEHEHMEM flaBaka COrNacHO AEWCTBYIOWMUM  KINHUYECKUM
peKoMeHJaLmMAM.

Ecnu peakumsa Ha MMNNaHTaT He Oblnia CBA3aHa C MHAMBUAYaIbHOV HENEPEHOCUMOCTbIO KOMMOHEHTOB
n3gennsa, BO3MOXXHO TMOBTOPHOe BBeAeHWe WMMNIaHTaTa cnyctd 3 Hefdenu nocne CTUXaHus
BOCMNA/INTENbHbK SBMEHWIA.

B3anmopgenicTeue

MmnnanTtatbl nuHeikn @JIEKCOTPOH® ycnewHo npowan [AOKAMHUYECKME WCMbITaHUSA W
MOATBEPAWIN COBMECTUMOCTb C BMOMOTMYECKUMUN TKaHAMMW, KTETKaMU 1 XXUAKOCTAMU OpraHn3ma, ¢
KOTOPbIMW OHW KOHTakTUpPYHT B WMMNAAHTUPYEMOM COCTOAHWW. He cneflyeT NpUMEHATH
Le3nHpUUMpyoLLMe  CpPeAcTBa, COfepKallyMe COAM  YeTBEPTUYHOTO  aMMOHWS,  MOCKOJIbKY
rManypoHOBas KMC/0Ta OCaKAAETCA B MPUCYTCTBUN 3TUX BelecTs. CBefeHNs 0 HECOBMECTMMOCTU C
APYrMMW NeKapcTBaMu, BeELLEeCTBaMW M BHYTPUCYCTABHbIMUM WHBEKUMOHHBLIMKM NPOAYKTaMN Ha
[aHHbIi MOMEHT OTCYTCTBYIOT, OAHAKO, MELUUMHCKWIA CheumnanncT AO0/MKEH BHUMATENbHO
O3HaKOMUTLCS C MH(OpMauMeld B MHCTPYKUMAX K AaHHbIM fleKapcTBam/BeLlecTBam/MpogyKTaMm u
Mo/1Ib30BaTHLCA C OCTOPOXKHOCTLHO.

Oco6ble yKazaHUs

B TeueHvie NepBbIX 2 CYTOK Noc/e NPoBeeHNs NPOLIEAYPbl PEKOMEHAYETCS He Neperpy»atb CycTas,
0COBGEHHO crneflyeT m3beratb ANTENbHOW Harpysku. Mpu NonyyYeHUn acnmpaLyvoHHOW YXUAKOCTU
nepes NpPOBeAEHVWEM BUCKOCAM/IMMEHTApPHO Tepanuu cneayeT MPOBECT COOTBETCTBYHOLLME
ncenefoBaHNs ANs UCKKOYEHNS GaKTepuanbHO 3TUONOT K apTpuTa.

MpOAYKT He BNMSIET Ha CMOCOGHOCTb YeNoBeKa YNpaBisaTh aBTOTPAHCMOPTOM, 3aHUMATLCS ApYrMMm
MOTEHLMAIbHO OMacHbIMW BUAAMU [eATEeNbHOCTW, TPEOYIONLWM MOBbILLEHHON KOHLEHTpaLuK
BHUMaHUS 1 6bICTPOTbI MCUXOMOTOPHbIX PEAKLIWIA.

ONeKTPOMarH1THbIe NOAA N NOHU3UPYIOLLIEe N3TyYeHne

BA3koanacTMyHble MMMNaHTaTbl COBMECTUMbI A1 WUCMO/Ib30BaHUA B YC/MIOBUAX MarHWTHO-
PE30HaHCHbIX MCCNefoBaHUA MPU MHAYKLMW MarHUTHOFO MOAsi Mo MeHblueil mepe fo 3 Tecna.
PafnaunoHHble, 3/1eKTPOMarHUTHblIE U MarHWTHbIE MOMA He OKasblBatoT MPSAMOro 3adekra Ha
nmnnaHTatel ®JIEKCOTPOH® Knaccuk, PJIEKCOTPOH® Cono, PJIEKCOTPOH® CmapT 1 ux
CBOWCTBA, a TaKXKe He BbI3blBAOT KaKMX-MO0 W3BECTHLIX COOTBETCTBYIOLLMX MOCNEAYHOLLMX
3(h(heKTOB B Te/e Ye/I0BeKa.

BA3koanacTMyHble MMNMAaHTaTbl He MoajaloTca Bu3yanu3auuy MOCPefCcTBOM PaAMONoruyeckux,
YNbTPa3BYKOBbIX U APYrUX CKaHWPYOLWMUX Npouesyp BCreactsve 6aM30CTU CBOUX (DU3NYECKUX
CBOWCTB K eCTeCTBEHHbIM KOMMOHEHTaM TKaHeli YenoBeka.

Ycnosus TpaHCNOPTUPOBAHUA U XPaHeHUs
*0T 2 °C o 25 °C B OpMrnHa/IbHON YNaKoBKe,
* NPV OTHOCUTE/IbHON BNaxXHOCTM 30-60%;

* 3alMLLIATL OT CBETa,

* He 3amMopaXkmBaTth;

* n3beraTb yapoB 1 pe3KnX BCTPSXUBAHUIA.
XpaHWTb B HEOCTYMHOM [/15 AeTei MecTe.

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



[laHHOe MeAMUMHCKOe U3AeNnne TPaHCMOPTUPYeTC BCEMM BMAAMM TpaHCMopTa B IPbIThbIX
TPaHCMOPTHLIX CPeACcTBaX B COOTBETCTBUM C Tpe6GOBaHUSMM, MpaBuUMaMi ¥ HOPMAaTMBHLIMM
[OKYMeHTamu NepeBO3KM rpy30B, AECTBYHOLMX HA TPAHCMOPTe KaXkaoro Buaa.

CpoK rogHocTun

cpok rogHocTn ®SIEKCOTPOH® orpaHunyeH 3,5 rogamu. [lata uctedeHns cpoka rogHOCTU yKasaHa
Ha YnakoBKe W AeWCTBUTE/IbHA NPW COOMOLEHUM YCNOBWUIA TPAHCMOPTUPOBKN U XpaHeHus. He
MCMOMb30BaTh MOC/E UCTEYEHUSA CPOKA FOAHOCTH.

3awnTa oKpyXKaroLlen cpefbl U yTUAn3aums.

CofiepxxaHvie Wnpuua He ABNSETCA TOKCUYHBIM UM OTHEOMNACHbLIM.

Heuncnonb3oBaHHbIe LWINPULbI MOTYT 6bITb YTUIN3MPOBAHbI B Ka4ecTBe 6bITOBbIX 0TX040B. CTEKN0
cnepyeT yTunnsnposaTb C OCTOPOXXHOCTbIO.

Heuncnonb3oBaHHOE COAePXXMMOe LNpuUa 4O WK MOoC/e UCTeYeHUsI CPoKa rOAHOCTN MOXET ObITb
YTWUIM3MPOBAHO B KayeCTBe ObITOBbIX OTXOA0B (CNUTL C 60/IbLUMM KOMMYECTBOM BOZbI).
Vcnonb3oBaHHble LWINPUUBLI WU UMbl OTHOCATCA K 3MWAEMUONIOTMYECKN OMacHbIM OTX04aMm
(MHULMPOBaHHBIE N MOTEHUUAIBHO MH(ULMPOBAHHbIE OTXOAbl: MaTtepuanbl M WHCTPYMEHTDI,
npeaMeTbl, 3arps3HeHHbIE KPOBbIO WM/UW APYTMMU BUONOTMYECKUMUN YKUAKOCTAMM). Y TUnmsaums
[aHHbIX M3AenniA NPoBOAUTCA B COOTBETCTBUM C MECTHbIMWU U TOCYAapPCTBEHHbIMY HOpMamu Mo
yTunmM3aunum MeguLUNHCKNX OTX0A0B.

B cooteetctBuM ¢ CaHluH 2.1.7.2790-10, oTxoAbl AaHHOro MeAWMLUWMHCKOro W3genns mnocne
NMPUMEHEHNA OTHOCATCA K Knaccy b: anmaemMmonornyeckmn onacHble 0TXo4bl.

CumMBO/bI
I I 3roToBMTEND

Jarta n3rotosneHuns

icnonb3oBaThb 40 ...

TemnepaTypHbIii AnanasoH

He cTepunun3oBaTb NOBTOPHO

3anpeT Ha NOBTOPHOE 1CMONb30BaHMe

(9 He ncnonb3oBath Npu NOBPEXAEHUN YNaKOBKU

I8TOIM 1 Crepununsaums napom

m O6paTnTECh K MHCTPYKLMM MO NPUMEHEHWIO

A OctopoxHo!  O6paTnTeCb K WUHCTPYKUMW MO
NPUMEHEHWNIO

LOT Kopg naptun

VEP Homep no katanory

He gonyckatb BO34eNCTBMS COMTHEYHOTO CBETA
bepeub OT Bnaru
He 3amopaxkmBaThb

- AsngeTcsa MeANUNHCKNM N30ennem
ivDl

@ CnMBON perucTpami B EBponelickoM cotose
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TapasTan

TaparTaiHED CPOK COOTBEICTBYET CPOKY TONHOCTH H3femad. Cpok rogHOCTH MCAHIHHCKHX
m3zemit cocTasiser 3,5 roja.

[TpousBonMTeNh TADAHTHPYET KAYCCTBO H3ACHEN H COOTBCTCTBHE 3Q4BICHHRIM TCXHHYCCKHM
chenA(AKANEAM B TEUCHHE BCETO CPOKA TOAHOCTE Np# COGMIONCHHEH ycnoBit SKCILTyaTalldH,
TPAHCIOPTAPOBAHHS H XpaHcHEY. [IpoH3BOIMTENE HIH €ro YIOONHOMOYCHHEIN DpeICTABHTENE
IpesoCTaRNSeT HEGOPMANMIO M DEKOMEHJANMM B OTHOMCHHH PHCKOB, 8 TAIOKC HPEATHCAHEN,
METOAH H TEXHHYECKHE IPHEME! 1IN NPHMCHECHAS H3CIHS.
Kmmu-npommcmmcwﬁnmomcmmmummxmmpmmﬁm
06A3aTENECTE B CBASH C TPABMAMM NANMCHTA HIM YmepOoM, KOTOPHE MOXET UMCTH MECTO B
pesyIsTare:

1. BufpamHoro cmocofa NpHMEHEHHS H TEXHHICCKOrO MPHENA BBGACHHA HMILIAHTA IpH
BecoOOACHMY YCTAHORICHHBIX PCKOMCHAIMMH.

2. Henoaxoasmero Ha3HAYCHUS, BLIOOpa ACNIOL30BAHKA /I8 KOHKPCTHONO NALHCHTA.

3. Micnonb30BanHs B3ACHHS NOCche ACTCICHHS YKA3aHHOIO CPOKA NOAHOCTH MM NPH HApYIICHHSX
NpABRJI XpaHEHKS H TPAHCTIOPTHPOBKH.

HiroronsTens B aacTpabnI0TOD:
«AJTBBOMEJ I'm6X», I'epManus
ALBOMED GmbH, Hildebrandstrasse 11, 90592 Schwarzenbruck, Germany
Ten.: +49 (0) 9183-95 69 82-0; daxc: +49 (0) 9183-95 69 82-9
info@albomed.eu
www.albomed.eu

Vnoanomouenuiiii mpeacTasuTeIs NPoHIBOAETENS B PoccHn

O6mecTs0 ¢ orpanHIerEHo# oTReTcTBeHEOCTEIO «MKHT FiMiop (000 «MKHT HmmopT»)
Axpec: Poccns, 119071, Mockea, yi. Op/KoHEKRA3E, A. 12, erp. 2.

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

e-mail: info@ment.ru

VIOTHOMOYEHHE MpPCACTARATENb NPOH3BOAMTENE B PocCHH HANENCH OpaBAMH ofecncacHES
IPONEeCcCOoB EPOCIEXEBAEMOCTH NPOAYKIHE H HOCICPETHCTPAHORHONO MOHRTOPHHTE Ge3onacHOCTH
ME/UIIMHCKOrO H3/Ie/Hs B 19X REIBICHHA H NPCAOTRPAIICHHAN mo6oTHEX AclicTREi, HE YKa3aHHEIX
P HECTPYKUEH 0O NPHMEHCHHIO, HEXCTATCNLAKX Deakiwli Npd NPHMCHCEHH MEAIMHCKOTO
E3ems, OcoGeHHOCTeH B3AaMMOJCHCTRES MENHIMHCKEX H3JIC/HE MCXIY coGoit, daxros E
oﬁmmmmmmmymosymmnmmnmmmnummcmmmom T
REIMONHCHHA AAHHNX dymxmalt 000 «MKHT HMmopT», AckCTBYS B Xa9eCTBE YIIOMHOMOCHHOIO
HpCACTABATENA, WIH/H €70 AOBCPCHHRIS JIHIE HAMENCHb MPABOM cOOHpATH HOCIEPETHCTPAIIHOHHEE
NaBHEE, ZOBOAXTL A0 Cy(mexToB oGpameHES HEGOpMANEIO MO 6e30nacHOCTH, BORNEKATHCH B
MEPOIPRATHA [0 BEIOIHEHAIO KOPPEKTHPYIOMMX H NPEBCHTHBHBIX HelicTeEM, 2 TaRKE 3ARKIIOYATE
oomwmnymnmewrmemnooﬁuenymnmmnnmmﬁnpommamne

NPOTHBOPEYMT 3aKOHOAATeM<TBY PoccHitckol Geacpanue ¥ Eppasmiickoro JKOHOMEYECKOTO
Coro3a.

PerucTpammonnoe yxoctroeperne B Poccma Ne XXX 0000/0000 ot 00.00.0000

Cnrcok cranaapros: EN ISO 14630; EN ISO 10993-1; ENISO 10993-5; EN ISO 10993-10; ENISO
10993-12; EN ISO 17665-1; EN 556-1:2001/AC:2006; EN 1SO 11737-1:2006/AC:2009; EN 11737-
2: EN 1SO 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.

KMe DAHHBIC YHOJHOMOYECHHOr0 JIHIA 0 MOBRTOPHETY nefiaronpasTHLX cobuiTHi
(uEmEAeHTOR) HA TeppuTOpEH PecryGamxu KasaxcTasn:
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TOO "TonMeg", 050008, Pecnybnvka KaszaxcTaH, r. Anvatbl, AIMaIMHCKWUIA p-OH, Np-KT Abas, A,
109B, otuc 501A.

Ten.:+7 7273470814

E-mail: reg@topmed.kz

HavmeHoBaHve (0603HayYeHWe) HOPMATUBHOIO [OKYMEeHTa, B COOTBETCTBUM C KOTOPbIM
Npou3BeLeHO n3aenne MeanuMHCKOro Ha3HayeHns:

TexHU4YecKunin dain ot Agu.MM.FNT

Pepakuyma ** oT A4.MM.ITTT.

CTpaHa NPOUCXOXKAEHUSA: *****
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Homep B peecTpe LJOKYMEHTOB
746/2022
YpoctoBepuTenbHas Hagmnuchb;

HacToALMM, MHOIO NOATBEPXKAAETCA NOAMNNCH

r-Ha lNutepa XanbBacceHa, pogmsLieroca 13.04.1952 r.,
NpPOXMBaKoLLLEro no agpecy 59427, r. ¥YuHa, bepreer, 8,
N3BECTHOIO MHe JINYHO,

BbICTYNAKOLLEro B  Ka4yecTBe WCMONHUTENbHOrO  AUPEKTopa C  MpaBoOM  eAWHOIMYHOr0
npefcTaBUTeNbCTBA KOMNaHun Anbbomes MOX ¢ MecToHaxoxgeHvem B T. LLIBapueH6pIOK,
3aperncTpuMpoBaHHON B KOMMEPYECKOM PeecTpe OKPY>XHOro cyaa HiopHbepra, HR B 31852, uemy A
Hallen NoATBEPXKAeHWe Mo pe3ynbTataM MPOBEPKU B 3/1EKTPOHHOM peecTpe cerogHs, 20 fekabps
2022 .,

NOA/IMHHOCTb Yero MHOK 3aCBUAETENLCTBOBAHA.

fBMBLUEECSA NMNLO IMYHO 3HAKOMO HOTapuycy.

B cooTBeTCTBMM C npaBunamMu 3aliUTbl AaHHbIX, KAWEHT 3aABW/, YTO OH Aan CBOe corjacue Ha
KOMMbIOTEPHOE XpaHeHue, 06paboTKy M nepefady AaHHbIX TPETbUM NMLAM B XOAE WCMONHEHUS
[aHHOro folcymeHTa.

HoTapuyc cnpocun npeAcTaBLLEro Nepes HAM YeloBeKa, BOB/IEKA/ICA 1N UIN BOB/IEYEH HOTapUyC Unn
OAMH ©3 ero npodecCUOHaIbHLIX KOMMAHbOHOB B [eN10, ABNAOLWEecs NpPeaMeTOM 3TOro
Y/I0CTOBEPEHMS 3a NpefenaMmn HoTapuasbHOW KOHTOPbI. ABUBLLIEECS TULO OTBETUIO OTPULATENBHO.
A He co3aaBas AOKYMEHT 1 He 6bln BOBMEYEH B MPOBEAEHME 3KCMEPTM3bI MO CYLLECTBY.

r. YHHa, 20 fekabpsa 2022 r.

[Kpyrnas penbehHas neyaTb-HaKnelika Ha [Moanwcs]
clumeke]: Woaxum BacTnb, HoTapuyc
Moaxum BacTtnb - HoTapuyc B I. YHHa
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AMNOCTU/b
(Maarckas KoHBeHLMs OT 5 oKTA6ps 1961 roaa)

1 CrpaHa: degepatuBHas Pecnybnvka 'epmaHms
HacToawmin ouyianbHbIin AOKYMEHT
2. nognucaH MocnogyHom

Hotapuycom Moaxvmom BacTu
3. [JeliCTBYIOLLMM B KayecTBe
Hotapuyca
4. cKpeneH neyatbio HoTapuyca JacTu r. YvHa
Y[ocToBepeHo
B T. JlopTMyHA, 6. 2aHBapa 2022r.
[Mpencenatenem 3emenbHOO cya
nog Homepom 9E4-85. Tom 140

© O o

[MNevars: 10. Toznumck
Mo nopyyeHnto

\Moanmes\
(Beka)
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Mepesog fwAHbfo TekcTa BbINonHEH NepeBoA4YNKOM KOoT NsipoBbiM A

Poccuiickasa degepa
"opoa Mocksa
MATHaauaToro MapTa fiBe ThicAYM ABafUaTb TPETLEro roga.
A, Kopcvk Bnagummp KoHCTaHTWHOBa, HOTapuyc roposa Mocks
noAnucun nepesogunka, Kornaposa AHTOHa ropesnya.
[Moanuck caenaHa B MOeEM NPUCY TCTBUN.
JnyHocTb nognru:a™ P M3 T yCTaHoB/EHa.

3aperncTpupos™LL B peecTpe:. " 77 2 38-HT7-2023 .7 _ ;1 A
YnnaueHo 3a C<>KkepLUeHL T LLyB*oro gencTsns; 400py6. 00 Kor.

fo" B. K. Kopcuk

Bcero npoLLHypoBaHa
1 CKPE/IEHO NeYaThio

HoTapuyc
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