| certify accuracy, correctness and
reliability of this document text

Peter Halfwassen, CEO
(post and narme)
For and on the Behalf of AJbomed* GmbH

Instructions
for use of the medical device

The sterile viscosupplement implant for intra-aiticular injection FLEXOTRON®, containing 2.5% sodium hyaluronate,
25 mg/ml in variants:

1 The sterile viscosupplement implant for intra-articular injection FLEXOTRON® Ultra,
containing 2.5% sodium hyaluronate, 25 mg/ml, 4.8 ml;
2. The sterile viscosupplement implant for intra-articular injection FLEXOTRON® Ultra M,
containing 2.5% sodium hyaluronate, 25 mg/ml, 3.0 ml.

Albomed® GmbH
Hildebrandstrasse 11
90592 Schwarzenbruck, Germany

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



Instructions
for medical use of the medical device

Name of the medical device:
The sterile viscosupplement implant for intra-articular injection FLEXOTRON®, containing 2.5% sodium hyaluronate,

25 mg/ml in variants:
1 The sterile viscosupplement implant for intra-articular injection FLEXOTRON® Ultra, containing 2.5% sodium

hyaluronate, 25 mg/ml, 4.8 ml;
2. The sterile viscosupplement implant for intra-articular injection FLEXOTRON® Ultra M, containing 2.5% sodium

hyaluronate, 25 mg/ml, 3.0 ml.

Composition: variants of the sterile viscosupplement implant FLEXOTRON® Ultra and FLEXOTRON® Ultra M differ
in the volume of the gel in the prefilled syringe: FLEXOTRON® Ultra - 4.8 ml; FLEXOTRON® Ultra M - 3.0 ml.
FLEXOTRON® Ultra/
FLEXOTRON® Ultra M

1 ml contains:

Sodium hyaluronate

2,5% / 25 mg

Sodium chloride 6,500 mg
Disodium Phosphate dihydrate

NaZHP04* 2HD 0,563 mg
Sodium Dihydrogen phosphate dihydrate

NaHP 04 * 2HD 0,045 mg
Water for injection purposes g.s.ad 1ml

Delivery and packaging:

The sterile viscosupplement implant for intra-articular injection FLEXOTRON®, containing 2.5% sodium hyaluronate,
25 mg/ml in variants FLEXOTRON® Ultra and FLEXOTRON® Ultra M 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

The sterile viscosupplement implant for intra-articular injection FLEXOTRON®, containing 2.5% sodium hyaluronate,
25 mg/ml in variants FLEXOTRON® Ultra and FLEXOTRON® Ultra M 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.

The variants ofthe implant have the equal technical characteristics (see the table below).

Technical specifications:
Sterility

Appearance

Odour

Color

Implant viscosity at zero shear rate
Implant pH

Molecular weight

Extractable volume of the implant
Osmolality

Bacterial endotoxines

Implant mechanical impurities:

> 10 pm

>25 pm

Recommended needle sizes (are not
a part of this medical device)
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sterile; moist heat sterilized
according to EN 1SO 17665-1 with
a sterility assurance level (SAL) of
10'6

clear homogeneous viscoelastic
solution (gel)

odourless

colorless, transparent

> 200 000 mPa-s

6.8-7.4

1.2 - 3.2 million Dalton

>4.8 ml

270 - 400 mOsmol / kg

<0.5 U.l./ml

sub-visible particles

<25 000 pcs/ ml

<5000 pcs/ ml

19G, single use, sterile



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 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 the implant was designed to be similar to the safe volume of large and medium adult joints. 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 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 ofthe 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 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 and
synovia receptors. It facilitates to increase the range of movements and provides mechanical protection of the tissues
ofajoint 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 therapeutic effects duration of intra-articular
hyaluronic acid, it is assumed that the biodegradation of FLEXOTRON® Ultra & Ultra M 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.

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 resterilized or reused because of arisk of infection and/or cross-infection and/or malfunction
of the product.
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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.

Before the implant injection, the contents ofthe 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 sterile sharp needle to the syringe tip. For injection a disposable 19G 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 the injection an
introduction to the joint cavity should be discontinued. Unused product cannot be stored.

A simultaneous treatment of multiple joints is possible. The volume ofthe injected implant is selected by the doctor in
accordance with a target joint capacity. The volume of4.8 ml is designed specifically for knee joints.

Thefollowingfrequency ofadministration is recommended:

1 Flexotron Ultra: linjection;

2. Flexotron Ultra M: 1-2 injections with 10 days interval.

The injections can be repeated after 6 months based on the patient's clinical response and pain.

In case of intraarticular edema, before the hyaluronic acid remedy injection it is necessary to remove the liquid by
aspiration.

Adverse events

The use of intraarticular forms of hyaluronic acid in degenerative dystrophic and post-traumatic lesions of the joints is
awell-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 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 intra-articular 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.

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.
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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: Noe XXX 0000/0000 ot 00.00.0000

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

Release date or the last revision of the instructions for medical use:

Version ** dd. dd.mm.yyyy.
Country of origin: *****
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MorekynspHbIA BeC 1.2-3.2 munivoH Ja

1/13BneKaeMbI 06bLEM MMMNIaHTaTa >4.8 Mn

OcMmonsnbHOCTb 270-400 mOcMOnb/Kr
bakTepvia/ibHble 3HAOTOKCUHbI <0,5 ME/mn

MexaHu4eckue NpYMeCH B UMIM/IaHTe: Cy6BMaAVIMbIE YaCTULI

> 10 MKM <25 000 wr/ mn

> 25 MKM <5 000 wr/ mn
PekomeHayeMble pasvepb! Urn (He 19G, ogHOpa3oBble, CTepu/ibHbIE
AB/IAKOTCA YaCTbHO 3TOM0 MEeAMLIMHCKOro

13aenns)

Ha3HauyeHne

Bs3koanacTu4yHoe npoTtesnpoBaHne CYHOBUa/IbHON XNOKOCTN Yy nauneHTtoB C [AereHepatnuBHO-
,CI,I/ICTpOd)VIHeCKI/IMI/I N TOCTTpaBMaTUYECKMMN MNOPaXKEHUAMN CYCTaBOB, a TakKXe Yy /v, MMEeRLnX
MNOBbILLEHHbIE Harpy3kKn Ha NoBpeXXAEHHbIE CYCTaBbl.

Moka3aHMa K NMPUMEHEHUIO

- ocTeoapTpuT / ocTeoapTpo3 (OA) v apyrue aereHepaTMBHO-AUCTPOMUYECKIE W MOCTTPaBMaTUYECKMe
MOpaXKeHNs CUHOBMA/bHbIX CYCTaBOB.

- BOCCTAHOB/IEHUE CBOWCTB CUHOBMA/bHO XWAKOCTY NPU OPTONEANYECKO XUPYPrn CYCTaBOB, a TaKKe
Yy MWL, UMEIOLLIMX NOBBILLIEHHbIE HArPY3KM Ha NOBPEXAEHHbIE CYCTaBbl.

KaTeropMﬂ nonb3oBaTenei

McKNounTeNbHO NPaKTUKYOLLME Bpaun-CneLnaiucTamu.

BBefeHVe nNpofyKTa [OMKHO  BbIMOMHATbCS B ACEMTUYECKUX  YCMOBUSX  MPOUEAYPHbIX W
MaHWUMYMAUMOHHLIX  KaBWHETOB  MEAWLIMHCKUMK  PaboOTHUKAMK,  BRafeloLMMU  TEXHUKON
VHTPAaPTUKYNAPHBIX MHBEKLIWIA.

O6beM MMNNaHTaTa NPUBNMKEH K 6e30macHOMY 06beMy KPYMHbIX U CPEeAHMX CyCTaBOB B3POC/Or0
yenoBeka. HeT KakuMX-nMbo OrpaHUYeHWidn No aHTPOMOMETPUYECKUM U aHATOMUYECKUM OCOGEHHOCTSM
LLeN1IeBOr0 MaLmeHTa.

CBoiicTBa M MPpUHLMN felicTBUSA

"manypoHoBas Kucnota  nNpeactaBnser  cobow nonu-(2-auetammno-2-ae30Kcu-B-rnoko)-o-
INIIOKYPOHOI/IKaH, TO eCcTb MO/NUMEP, COCTOAWMIA U3 OCTaTKOB D-r/lOKYPOHOBOW KMUCNOTbI U N-auetus-
D-rnoko3aMmnHa, CoeAMHEHHbIX nooyepéaHo P-1,4- n P-1,3-rnnko3ngHbiMn cBsA3siMK. bnarogaps Takow
MOJIMMEPHON TPEXMEPHOW CTPYKType (hOPMMPYHOTCS KPYMHble OTPULUATEe/IbHO 3apsKeHHble arperarbl,
yOep>Xusatowime Body. ITW arperaTbl OTBEYAKOT 3a BNarocofepXkaHvie, ynpyroctb M 371aCTUYHOCTb
XPALLEBOV TKaHW (YCTONYMBOCTb €€ K KOMMpeccun).

BHyTpucycTaBHOe 06O0ralleHne  CUHOBUAIbHOW  XXMAKOCTU  MHBEKUMAMM  TUaslypoHata  HaTpus
CMOCOOCTBYET YNYYLIEHNO UM BOCCTAHOB/IEHWIO BA3KOYMPYIrMX CBOMCTB €CTECTBEHHOW CUHOBWA/IbHOM
XMUAKOCTU. [nanypoHaT HaTpus OTBeYaeT 3a BA3KOYMNPYrne CBOWCTBA CUHOBMASIbHON YXMAKOCTU, TaKUM
06pa3oM  BA3KO3/M1aCTUYHOE  NPOTe3npoBaHMe  MO3BO/SAET  KOMMEHCMPOBaTb  HEAOCTaTOYHOCTb
rMaslypoHOBOW KUCNOTbl B CUHOBUA/IbHOW YXMUAKOCTU WN CHWKEHWE €€ BA3KOCTU, CMArYUTb BHELUHMWE
Harpysku Ha cycras, 06ecneymBaeT cMasbiBaHWe, BOCCTaHOB/IEHNE YNPYTroCTU U BA3KOCTM, aMOpPTU3aLuIo,
YBNI@XKHEHNE 1 06BO/aKMBaHME CYCTaBHbIX MOBEPXHOCTEN, MOKPbIBas CMasblBatoLyM 3aLMTHBLIM CI0eM
XPALL, M peLenTopbl CUHOBMW. 3TO MOMOTaeT YBENNUYUTL 00bEM ABMXKEHMI N 06ecrevmBaeT MexaHU4YecKyto
3almMTy TKaHeil MosioCcTU CycTaBa, YTO B CBOK Ouepeflb MOXET YydllaTb TeyeHue ocTeopaTposa /
0CTeoapTpuTa U APYrux AereHepaTuBHO-ANCTPOPUYECKMX 1 NOCTTPaBMATUYECKMX NaTOMOMiA CyCTaBoB.
Ha ocHOBaHWM K/IMHWYECKMX CBeAeHUiA 06 0COBeHHOCTAX 6Guoferpajaumn n MpoAOIKUTENBHOCTU
NeyebHbIX 3(M(EKTOB BHYTPUCYCTaBHOIO BBEAEHUS TMa/lypOHOBON KUCNOTbI MNpegnosaraeTcs, 4to
ovogerpagaumsi Ba3koanactuyHoro nmnnaHtata ®JIEKCOTPOH® YnbTpa 1 ¥YnbTpa M npoucxoauTt B
CPOK OT 12 0 24 Hepenb. KnvHuYeckunii aththeKT NeUYeHns COXPaHAEeTCa B Te4eHre He MeHee 6 MecsLeB.

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



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



Mo6oyHble aeicTBUSA

MMprMeHeHWe BHYTPUCYCTaBHbIX (POPM MaslypOHOBOW KUC/IOTbI NPU AereHepaTUBHO-ANCTPOPUYECKMX 1
NOCTTPaBMAaTUYECKMX MOPaXKEHUAX CYCTaBOB ABMAETCA XOPOLLO U3YyYeHHbIM METOAOM C YCTaHOB/IEHHbLIM
npoduiem 6e30NacHOCTA, MPUMEHSAIOLLMMCA Ha NPOTSXKEHUN HECKONbKNX [eCATUNETUIA.

B KpaiiHe pefiKMX Cny4vasix BO3MOXHO MPOSIB/IEHNE MECTHbIX BPEMEHHbLIX BOCMA/IMTE/bHBIX CUMMNTOMOB
(60nb, MoOBbILEHME TeMMepaTypbl, MOKPaCHEHWe U OTEYHOCTb, YBE/IMYEHWE COLepPXKaHus aKccypgata B
nonocTu cycrtasa). lMocne BHYTPUCYCTaBHOW MHBEKLMM MOTYT BO3HMKATb Takuve 06paTMmble MeCTHble
peakLmK, Kak KpaTKOBpPeEMEHHOe orpaHnYeHne noaBMKHOCTU (CKOBAHHOCTL), YyBCTBO AMCKOMMOPTA Uan
TSKECTU B CyCTaBe, remMatombl. [1posBneHne gaHHbIX CUMNTOMOB MOXHO YMEHbLUNTL MPUKNaabIBAHUEM
NbAja K MECTY MHBLEKUMN B TedyeHne 5-10 MUHYT.

MmetoTca  COOBLEHMS O eAMHWUYHBLIX Cay4YasX anepruyeckux peakumidi (Hanpumep, 3y[, CbiMb,
KpanuBHMLUR) W aHapuUNaKTUYeCKMX peakumid, CEeNTUYECKOro apTpuTa, BHYTPUTKAHEBLIX KPOBOTEUYEHUAX
WA KPOBOM3/IUSHUAX B MOMOCTb CyCTaBa, TeHAeHWUTax, (iebutax, napectesnsx, rON0BOKPYXKEHUSX,
rOMOBHbIX 601X, MbILLIEYHbIX Cra3Max, YyBCTBE )Kapa, 06LeM HefoMOraHuu, nepugepuyecknx 0Tekos
npv BHYTPUCYCTaBHOM BBEAEHUN PacTBOPOB MMajlypOHOBOW KUCNOTbI.

Mpy NOABNEHMN MECTHbIX WX OBLLMX CUMMITOMOB CliefyeT MPOKOHCY/IbTUPOBATLCA C BPAYOM.

brvnopgerpagauunsa

['ManypoHoBad Kucnota pgerpagvpyerca CEMENCTBOM (bepMeHTOB, Ha3blBa€MbIX TManypoHnaasamu,
60/NbLLUMHCTBO U3 KOTOPbIX NN30COMa/IbHbIE, C 06paSOBaHI/IeM MOHOMEPHbIX HETOKCUYHbLIX MPOAYKTOB
aerpagadnn (nemequnvm npoaykKtamMu gerpagaumm AaBnaroTca osinrocaxapuibl U rnalypoHaTthbl C HW3KOM
MOﬂEKynﬂpHOIZ MaCCOﬁ). B opraHm3me 4esnoBeKa CYLLEeCTBYHOT IO MEHbLLENR Mepe cemMb TUMOB
FI/Ial'IypOHI/I/J,a3OI'IO,EI,06HbIX CbepMeHTOB. CKOpOCTb 6V|o,qerpap,au,mm 3aBWCUT OT COCTOSIHUSI 1 OCOBEHHOCTEN
MeTabonmama KOHKPETHOro nauneHTa. ,£I,erpa,qau,|/|ﬂ BbICOKOMONEKYNAPHOro BHEK/IETOYHOIO rastypoHaTa
npoucxognT B BUAE pAfa OTAE/NIbHbIX 3TanoB, NeHEPUPYOLWNX TMalypoHOBbIE LEN yMEHbLUaKOLWNXCA
pa3mepos. ,ﬂ,aHHbIX 0 HeraTMBHOM BNUAHUW NPOAYKTOB Aerpagadin Ha UMNAaHT, UK O KakKnx-nmbo mnx
CUACTEMHbIX 3de)EKTaX B Tefe 4esioBeka, HET. HekoTopble MNpPOAYKTbl Aerpajaunm MoryT ObITb
MCIMoJib30BaHbI B MNMpoueccax 3HAONreHHOro pecnHTE3aA.

y,qa]'IEHVIe MMNONaHTa

B cnyyae BblpaKeHHbIX MPOSBMEHWIA MOXET ObiTb PEKOMEHJ0BAHO YAA/IEHWE WMMMMAHTA U3 MOMOCTU
CyCTaBa, B TOM YuMC/e C NPMMEHEHMEM NlaBaXka COrMacHO AEVCTBYHOLLIMM KIMHUYECKUM PEKOMEHJALMSM.
Ecnn peakums Ha MMNAaHTaT He Oblla CBA3aHa C MHAMBWAYa/bHON HEeNepeHOCUMOCTbH0 KOMMOHEHTOB
13aenms, BO3MOXKHO NMOBTOPHOE BBEAEHME MMMIaHTaTa CNycTa 3 HeAen Noc/e CTUXaHWUs BOCNa/INTENbHbIX
SIBNEHNIA.

B3aumopgeictBue

MmnnaHTaTbl MnHeinkn ®SIEKCOTPOH® ycnelwHo npoLunv AOKIMHUYECKME UCTbITaHWS U NOATBEPANAN
COBMECTUMOCTb C OMONOTMYECKUMN TKaHAMW, KMETKaMM W XKUAKOCTAMW OpraHu3Ma, C KOTOPbIMU OHU
KOHTaKTMPYIOT B MMMIAHTUPYEMOM COCTOSHUW. He cnefyeT NpUMEHATb Ae3VH(UUMPYIOLLMe CPeacTBa,
CoAepXkalliye COMM YEeTBEPTUYHOrO aMMOHUA, MOCKO/bKY TMaslypoHOBas KMUC/0Ta OCaXAaeTca B
NnpucyTCTBUM 3TKX BellecTB. CBeAeHMA O HECOBMECTUMOCTW C APYrMMW NleKapcTBaMu, BeLLecTBaMu U
BHYTPUCYCTaBHbIMA  MHBEKLUMNOHHBIMWA  NPOAYKTaMU HA [JaHHbIA  MOMEHT OTCYTCTBYIOT, O[HAaKOo,
MEeAVUMHCKUIA CNeUNaINCT [LO/MKEH BHMMATE/IbHO O03HAKOMUTLCA C WMHGOpMaumern B UHCTPYKUMSX K
[laHHbIM fleKapcTBamM/BeLLecTBaM/NPoAYyKTam Y Mosb30BaTbCA C OCTOPOXXHOCThIO.

Ocob6ble ykazaHus

B TeueHne nepBbiX 2 CYTOK MOCMEe MPOBEAEHWUS NpoLeAypbl PEKOMEHAYETCA He MeperpyXarb CycTas,
0COGEHHO cnefyeT usberatb ANUTENLHON Harpy3ku. Mpu NonyvyeHUn acnmpalyMoHHOM XUAKOCTW nepeq
NpoBeAgHMEM BUCKOCANIMMEHTAPHOW Tepanun creayeT NPOBECTM COOTBETCTBYHOLLME UCCNEA0BAHUA NS
NCKHOYEHNS GaKTepnanbHOI 3TMONOMMW apTpuTa.
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MpooyKT He BAWSIET Ha CrMOCOGHOCTb YenloBeKa YMNpaBMsTh aBTOTPAHCMOPTOM, 3aHMMATbCs APYrMMU
MOTEHLIMANLHO OMaCHbIMU BUAAMU AESATENbHOCTY, TPEOYHOLWMMU NOBLILLEHHOV KOHLEHTPALIMM BHUMAHNS
1 BbICTPOThI MCUXOMOTOPHbBIX PEAKLIIA.

3]'IeKTp0MaFHVITH ble nond N NOHN3Npyrw uwee nanydyeHumne

BA3K03NaCTNYHbIE UMNNAHTATLl COBMECTUMbI N5 UCNO/b30BaHUA B YCNOBUAX MarHUTHO-PE30HAHCHbIX
nccnefoBaHU Mpyv MHAYKUMW MarHMTHOrO Mnosisi Nno MeHbleld Mepe o 3 Tecna. PagmaumoHHble,
3/IEKTPOMarHUTHbIE Y MarHUTHbIe MO/ HE OKasblBAtOT NPAMOro adpeKTa Ha MMMNAHTAT B BapuMaHTax
ncnonHeHnss ®IEKCOTPOH® Ynbtpa n ®JIEKCOTPOH® YnbTpa M 1 ero CBOiCTBa, a Takke He
BbI3bIBAOT KAKMX-IMO0 M3BECTHBLIX COOTBETCTBYHIOLLMX NOCEAYHOLLMX SPQEKTOB B Te/e Ye/oBeKa.
BA3KoanacTMyHble WMNAaHTaTbl He MNOAAAlTCA BU3yanM3auMyM  MNOCPeLCTBOM  Pajnonornyeckumx,
YNbTPa3BYKOBbIX U APYrX CKaHUPYIOLMX NPoLeayp BCeACTBME BIM30CTU CBOUX (PU3NUECKUX CBOMCTB K
€CTeCTBeHHbIM KOMMOHEHTaM TKaHel YesioBeka.

Ycnosud TPaHCNOPTUPOBAHNA N XPaHEHNA

* 0T 2°C [0 25°C B OpUrvHanbHOM ynakoBke,

* NPV OTHOCUTENbHOM BNnaxkHOCTH 30-60%;

* 3aWMLLATb OT CBETa;

* He 3aMOpPaXXMBaTh;

* n3beraTb yAapoB N Pe3KNX BCTPAXMBAHIA.

XpaHuTb B HEAOCTYMHOM N5 LeTeil MecTe.

[aHHoe MeAMUMHCKOE MU3aenne TPaHCNOoPTUPYETCA BCEMM BUAAMU TPAHCMOPTa B KPbITbIX TPAHCMOPTHbIX
cpefcTBax B COOTBETCTBUM C TPebOBaHMAMMW, MpaBuiaMmyM U HOPMAaTUBHBLIMU [AOKYMEHTaMU MepeBO3Ku
rpy3oB, AeNCTBYIOLWMX HA TPAHCNOPTE KaXA0ro Buaa.

Cpok rogHocTHu

CpoK rofHocT! MMMNaHTaTa BA3KO3/1aCTUYHOIo B BapuaHTax ncnonHeHus ®JIEKCOTPOH® YnbTpa u
®JIEKCOTPOH® Ynbtpa M orpaHuyeH 3,5 rogamu. [lata McrteyeHMs Cpoka FOAHOCTU yKasaHa Ha
YNaKoBKe W [eNCTBMTENbHA NPU CO6MI0AEHNM YCNOBUIA TPAHCNOPTMPOBKW U XpaHeHus. He ncnonb3oBarhb
rnoc/e UCTeYeHns CpoKa rofHOCTU.

3aWmTa oKpyXawuwen cpeabl M yTunnsaunsg.

CopfeprkaHue LwnpuvLa He ABNsSeTca TOKCUUYHbLIM UM OrHEOoMNacHbIM.

Heuncnonb3oBaHHble LWINPULbLI MOTYT OblTb YTWIM3MPOBaHbI B KayecTBe ObITOBbIX OTX0A0B. CTeK/0
cneflyeT yTUIN3MPOBaThb C OCTOPOXKHOCTIO.

Heuncnonb3oBaHHOE COAEPXMMOE LINpULa A0 WK NOC/e UCTEYEHUS CPOKa FOAHOCTA MOXET ObITb
YTUIN3MPOBAHO B Ka4eCcTBe ObITOBbIX OTXOA0B (CNIUTb C 6ONLLUMM KOIMYECTBOM BOABbI).

icnonb3oBaHHble  LWINPUULI U UMbl OTHOCATCA K 3MUAEMWONOTMYECKM OMacHbIM — 0TX04aM
(MHMUMPOBaHHbIE M NOTEHLUMAIBHO NHPULMPOBaHHbIE OTXOAbI: MaTepuabl U UHCTPYMEHTI, MPeaMEThI,
3arps3HeHHbIe KPOBLKO WU/WMN ApYrMU GMONOrMYECKUMUN XXUAKOCTAMM). Y TUIN3aUMS [aHHbIX U3Aenui
MPOBOAMTCA B COOTBETCTBUM C MECTHLIMU W FOCYAaPCTBEHHLIMU HOPMaMK MO YTUAU3aLMN MeAULMHCKUX
OTXO[0B.

B cootBetcTBUM ¢ CaHlMuH 2.1.3684-21, oTxoAb! JaHHOTO MeAULIMHCKOro U34enns nocne npumMeHeHus
OTHOCATCA K Knaccy b: anuaemMmonornyeckmn onacHble 0TXoAbl.

CnMMBONbL MAapKMPOBKMH

d W3roToBuTtenb
[ata n3rotosneHus
Vicnonb3oBarb Ao ...
2
na5vC TemneparypHbIi AxanasoH
,CJ

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



®..

ot

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



Mo NPUMEHEHWNIO, HeXXenaTeNbHbIX peakuMin nNpyu NPUMEHEHUN MeLULMHCKOro W3fenns, 0CO6eHHOCTEN
B3aVIMOAENCTBUSA MEAULUHCKUX W3AENUA MeXay co60M, PakToB U 0O6CTOATENLCTB, CO3AAIOLWMX Yrposy
XM3HW W 3[0POBbI0 TpaKaaH W MeAULMHCKMX PaboTHUKOB. [N BbINOMHEHUA AaHHLIX (YHKLMNA
000 «MKHT Wwmnopt», [eicTBys B KayeCTBe YMOSIHOMOYEHHOrO MpeAcTaBuTeNs, Wnu/u ero
[0BEPEHHbIE LA HaZleNIeHbl MPaBOM CObMpPaTh NOC/EPErncTpaLMoHHbIe JaHHble, JOBOAWTb [0 CYOLEKTOB
obpawieHns  MHpopmauuio no  6e30nacHOCTW, BOBMEKATbCA B MEPONPUATUA MO BbIMO/IHEHUIO
KOPPEKTUPYIOLLMX W MPEBEHTUBHbIX AENCTBUA, a TaKXe 3aknoyaTb COOTBETCTBYHOLLUME COr/aLLeHUs
Nno 0OMeHY [AaHHbIMW B OTHOLUEHWW 3TOM NPOAYKUWUM, €CN 3TO He NPOTUBOPEUNUT 3aKOHOLATE/IbCTBY
Poccuiickoin ®efepauun 1 EBpasniickoro 3koHommyeckoro Corosa.

PernctpaunoHHoe ygoctosepeHue B Poccuu Ne XXX 0000/0000 ot 00.00.0000

Cnucok ctangaptos: EN ISO 14630; EN ISO 10993-1; EN I1SO 10993-5; EN I1SO 10993-10; EN I1SO
10993-12; ENISO 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 1SO 15223-1; EN
980; EN 1041:2008+Al:2013; EN ISO 14971; ENISO 13485; MEDDEV 2.7.1.

KOHTaKTHBbLI € AaHHble YNOMTHOMOYEHHOIo nAmua nNO MOHWUTOPUHTY He6l‘|arOI'IpVIFITHbIX cobbITUN
(MHUMOeHTOB) Ha Tepputopum Pecnyb6nuku KasaxcraH:

TOO "TonMegp", 050008, Pecnybnuka KasaxctaH, r. Anmatbl, ANMaIMHCKWIA p-OH, Np-KT Abas, 4. 109B,
otmc 501A.

Ten.:+7 7273470814

E-mail: reg@topmed.kz

HanmeHoBaHue (O603HaH6HVIe) HOpMAaTUBHOTO AOKYMEHTa, B COOTBETCTBUMN C KOTOpPbIM
nponseeneHo MegUMUMNHCKOE Usnenne:

TexHu4yecknii thaiin oT A4.MM.ITrT

OaHHble OBbIMYCKe MW NOCMELHEM MEPECMOTPE MHCTPYKLUMN NO MEAULUUHCKOMY NPUMEHEHMUNIO:
Pepakuuns ** oT 44.MM.ITTT.

CTpaHa NPOUCXOXgeHUd: *****
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Homep B peecTpe AOKYyMeHTOB 599/2023

Y poctoBepuTenbHas HafgMUCh:

HacTodAwpymM, MHOI NOATBEPXKAAETCA NOANUCH

r-Ha MNutepa XanbBacceHa, pogmeLueroca 13.04.1952 r.,
NPOXKMBALOLLIEro no agpecy 59427, r. YHHa, beprser, 8§,
N3BECTHOIO0 MHE JINYHO,

BbICTYMalOLLEro B KayecTBe YrMpaBNsAloLLEro AUPEKTopa C MpaBoOM eAvHONIMYHOIO MpeLCcTaBUTE/IbCTBA
KomnaHun Anbbomef TmM6X ¢ MecToHaxoXpaeHmem B T. LLIBapueHOPIOK, 3aperncTpupoBaHHON B
KOMMEPYECKOM peecTpe OKpY»XHoro cyaa HiopHbepra, HR B 31852, yemy 5 Halwlen nogTreepxXaeHue no
pesynbTaTaMm MPOBEPKN B 3NIEKTPOHHOM peecTpe cerogHs, 16 oktaops 2023 r.,

MOL/IMHHOCTb Yero MHOK 3aCBUETE/IbCTBOBaHA.
ABMBLLIEECS /TULLO TMYHO 3HAKOMO HOTapuycy.

B coOTBETCTBMM C MpaBWNaMu 3alMTbl AaHHbIX, KAWMEHT 3asBW/, YTO OH [Jai CBOe COrnacue Ha
KOMMbHOTEPHOE XpaHeHve, 06paboTKy M nepefavy AaHHbIX TPETbUM NMLAM B XOA€e MCMOMHEHUSA AaHHOIOo
[OKYMEHTa.

HoTtapuyc crnpocun npeAcTaBLUEro rnepes HUM YeroBeka, BOBMIEKANCA W WM BOBNEYEH HOTApUyC WIn
OfVH 13 ero NpotecCcnoHasbHbLIX KOMMaHLOHOB B Ae10, ABNAOLLEECH MPEAMETOM 3TOr0 Y0CTOBEPEHMS 3a
npefeniaMn HoTapuasibHOM KOHTOPbI. AABMBLUEECS IMLLO0 OTBETWUNO OTPULATESTbHO.

A He co3faBas LJOKYMEHT 1 He Obl/1 BOB/IEYEH B MPOBEAEHNE 3KCMEPTM3bI MO CYLLECTBY.

I. YHHa, 16 okTa6ps 2023 T.

[Kpyrnas penbethHas neyaTb-Hakneka Ha [Moanuck]

cLuvBke]: Moaxmum Bactnb, HoTapuyc
Moaxmum BacTnb - HoTapuyc B I. YHHa
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MepeBof AaLHOryunekcTa BbiNoAHEH NepeBoa4YMKoM TUXOHEHKOBLIM AMUTPUEM BUKTOpPOBUUEM.

Poccuitickas ®Pepaepaums
Mopog Mocksa
TpuauaTb NepBoro oKkTA6GPA ABe ThiCAUM ABaALATb TPETHEro roja
[ PogvHa YnbsHa AnekceesHa, BpeMeHHO MCMOoMHALLas 06s3aHHOCTU toTap%oycerrLLjia Mocksbl Kop
Bnagmmmpa KOHCTaHTVHOBKYA, CBUAETENLCTBYHO NogMHHOCTL nognunLil)esagumll] LLiuHeHKoBa
AmuTpua BukToposnya.
lMoanwvck caenaqa B MOEM NPUCY TCTBUN.
JIM4HOCTb NoAnuCcaBLLErO AOKYMEHT YCTaHOB/EHa.

3apervcTpuposaHo ejrj mpe: Ne 77/2138-H/77-2023"S~hS"P
YnnaueHo 3a aa"”bLueHvie M'/PiupransHoro aerncTaus: 400 py6. 00 ko,

Bcero npdtuiHfpae$HO,,'iip,

1 CKperieH

BPWVO HoTapnyca
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