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Instruction for use
Medical device name
FLEXOTRON® Forte, sterile synovial viscoelastic fluid supplement, sodium hyaluronate, 10 mg/ml,
1%, 3,0 ml.

Implant is colorless, clear, viscous and sterile gel (hydrogel). Implant doesn’t contain drugs, human
cells and tissues derivatives, animal tissues. It does not have radiation and electromagnetic properties.

Content:

Ingredient Content
Sodium Hyaluronate (Ci4H20NNaQii)n 1%
Phosphate buffered saline:

Na2HP04*12H20 0.06%
NaH2P04*2H20 0.0048%

Sodium Chloride 0.89%

Water for injection g.s. to 100% (3 ml)

Technical specifications:
-pH 6,8-7,8;
- osmolality ratio 0.9-1.3 to 0.9% saline;
- osmolality 270-390 mOsm/kg; °
- gel (implant) volume in a glass syringe: 3.0 £ 0.2 ml;
- requirements for the gel appearance: transparent, homogeneous / uniform, no clouding, no
crystallization, no foreign inclusions;
- gel color: colorless.

Description

FLEXOTRON® Forte synovial fluid supplement is a product supplied in a glass syringe with
hyaluronic acid. The product is a clear, lucid, viscoelastic and sterile solution. The hyaluronic acid is
extracted from microorganism. The product is for single use only.

Hyaluronic acid is a natural polysaccharide, which is part of all body tissues, with a particularly high
concentration in the skin, subcutaneous and connective tissues, such as synovial fluid. Hyaluronic acid
is identical in all living organisms and highly biocompatible. Each one mL of the product contains 10
mg of sodium hyaluronate dissolved in physiology saline.

Not a subject to maintenance.

Delivery content

One product unit includes:

- one sterile pre-fllled 3.0 ml syringe in a sealed blister;
- instruction for users.

Sterility
Product is sterilized by moist heat in accordance with EN 556-1. The process is validated in accordance
with ISO 11138-3 and ISO 17665-1 standards for pollution to verify sterile condition.

Intended Use
Viscosupplementation in patients with degenerative, dystrophic and post-traumatic joints lesions, as
well as in individuals with increased loads on injured joints, ligaments and periarticular tissues.

Indications
- osteoarthritis (OA), post-traumatic and other degenerative changes in the knee, hip, shoulder and

ankle joints.
- degenerative, dystrophic and post-traumatic lesions of periarticular synovial bags, tendons and tendon
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sheaths.
- restoration of synovial fluid properties within joints orthopedic surgery, as well as in individuals who
have increased loads on injured joints.

Usage

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 viscosupplementation product injection is
prohibited.

The implant is used intra-articular and/or periarticular under aseptic conditions of procedural and
manipulation rooms.

Prior to injection remove the cover membrane and take out a prefilled syringe carefully from blister.
Manually clip the finger adaptor to the flange of the syringe barrel.

Hold luer-lock site and uncrew the tip cap of syringe carefully (shown as below). Avoid excessive loads
on the syringe when fixing the needle to prevent Luer-Lock deformation.

Keep holding luer-lock site firmly and screw a sterile needle recommended size of 21G or 23G (not
included in supply) to the latch of syringe until fastened assembled. The length of the needle is chosen
by a doctor in accordance with the constitution of a person and a thickness of subcutaneous tissue at the
puncture site. Prior to injection, let out air babbles (if necessary).

Inject slowly. The patient should avoid any strenuous activities or weight bearing activities within 48
hours following intra-articular injection.

3-4 syringes per treatment course are recommended. 1 syringe per week for an adult into the
osteoarthritis (OA) joint. The quantity and injection time could be according to the symptom of a
patient.

Anticipated efficacy and mechanism of action

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

pathologies.

Anticipated duration of efficacy is 6 months after the product treatment.

Contraindications
< Do not administer to patients with known hypersensitivity to hyaluronate preparations.
* Intra-articular and periarticular injections are contraindicated in cases of past and present
infections or skin diseases in the area of the injections site.
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Precautions

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

In case of fluid aspiration before viscosupplementation therapy the appropriate clinical examination
should be conducted to exclude a bacterial etiology of arthritis.

The product should be injected into the articulation and/or periarticular. Intra-vascular injection should
be avoided.

The product has to be used before the expiry date indicated on the packaging.

Doctor should take care of patients who ever got allergy and who have liver disease.

Simultaneous intake of analgesics or anti-inflammatory drugs by oral route may be recommended
during the first days after treatment.

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

Only for single use. The product must not be resterilized or reused because of a risk of infection and/or
cross-infection and/or malfunction ofthe product. 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

Usa”e for elders

Because the organ functions of elders are weak, an attention should be paid to them.

Usase for mother to be and lactation

If anticipated efficacy of treatments is better than adverse events, the product could be intended to use.
During the treatment period, lactation mothers should stop to suckle.

UsaZ2e for children

The safety of use for children is not sure; therefore, an attention should be paid when treating.

Potential side-effects

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

The major side-effects are pain, swelling and stiffness localized to the treated knee.

In extremely rare cases, the manifestations of local transient inflammatory symptoms (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, discomfort or heaviness
in the joint. The local application of ice for 5-10 minutes and NSAIDs 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, tendonitis,
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.

Compatibility

Linear forms of hyaluronic acid are compatible for use with aqueous solutions of polynucleotides,
collagens and chondroitin sulfate. There are published clinical studies demonstrating an improving of
the outcomes of viscosupplementation by intra-articular hyaluronic acid solutions and a course of
intramuscular therapy with chondroitin sulfate.

SciVision Biotech Inc. and its authorized representatives within the processes of. post-marketing
surveillance and post-marketing clinical follow-up, constantly collect information on actual data
regarding the compatibility of its products with drugs and other devices for viscosupplementation. To
receive a up-to-date information regarding a combined use and compatibility of SciVision's products,
including data from medical literature reviews and unpublished clinical studies, you could contact the
manufacturer or its local authorized representatives, whose contact information is indicated in the
operational documentation and on the labelling of medical devices of SciVision Biotech Inc.

Explantation
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In the case of severe reactions, the removal of the implant from a joint cavity can be recommended,
including lavage in accordance with the current clinical guidelines. Before the elimination of acute
inflammation symptoms, repeated injections of synovial viscosupplement implants into the joint are
prohibited!

Storage and transportation
Storage and transportation temperature limits are 2-30 °C. Protect from direct sunlight. Do not freeze.

Shelf life: 3 years

Environmental protection and disposal

The contents of a syringe are not toxic or flammable. Use, transportation and storage of devices do not
have a negative impact on the environment.

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).

Disposal of used medical devices shall be carried out in accordance with environmental requirements
for safe disposal and recycling, established in national, local and corporate guidelines.

Used medical devices (syringes and implants) are classified as medical waste epidemiologically
hazardous medical waste.

Jescription of markings on the packaging

® Do not re-use

(§) Do not use with damaged package
I Temperature limits
ILOT]| Batch number

Manufacturing date

i J Manufacturer
Use-by date
Ea Refer to the instruction for use

Do not freeze

Keep away from sunlight

Moist heat sterilization
HETOKCWMYHO Non-toxic

\Y/ D) Medical device

W arranty

The warranty period is equal to the shelf life ofthe product. The shelf life of the medical device is 3

years.

The manufacturer guarantees the quality of the products and compliance with the declared technical

specifications for the entire medical device shelf life in case of following the appropriate application,
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transportation and storage conditions. The manufacturer or its authorized representative provides
information and recommendations regarding risks, as well as prescriptions, methods and techniques for
the usage of the product.

The manufacturing company disclaims all responsibility and disclaims any warranty obligations arising
from patient injuries or damage that may occur as a result of:

1 The selected method of application and technique for the implant injection in case of non-compliance
with the established recommendations.

2. Improper appointments, a choice of use for a particular patient.

3. Medical device usage after the specified expiration date or in violation of storage and transportation
conditions.

Manufacturer

SciVision Biotech Inc.

9, South 6th Rd., Cianjhen Dist., Kaohsiung 806, Taiwan, R.O.C.
E-mail: service@scivision.com.tw

Tel.:+886-7-823-2258

Fax: +886-7-823-2295

Authorized representative of the manufacturer in Russia

MCNT Import Limited (MCNT Import Ltd.), 12 Ordzhonikidze Street, Bid 2, Moscow 119071,
Russian Federation

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.

The authorized representative of the manufacturer and the organization responsible for post-registration
safety supervision and accepting claims from consumers on 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 device complies with the requirements of the following national manufacturer standards: 1SO
13485; ISO 14630; IEC 62366-1; ISO 14602; EN 1SO 14971; ISO 14155; USP; Ph. Eur.; ISO 10993-1;
ISO 10993-3; ISO 10993-5; ISO 10993-6; ISO 10993-10; ISO 10993-11; ISO 10993-12; ISO 10993-
18; ASTM F1980-16; EN 556-1; ISO 11138-1; ISO 11138-3; ISO 11737-1; ISO 11737-2; ISO 17665-
1;1SO 14644-1; ISO 14644-2; ISO 13408-1; ISO 11607-1; 1ISO 11607-2; ISO 11040-8; ISO 80369-7.

Registration certificate in Russia Ne P3H 2022/17365 dd. 00.00.0000
Registration certificate in Kazakhstan Ne PK-MMH-5N2021509 dd. 00.00.0000

TF version: 02 dated 18.07.2022
IFU version: 02 dated 03.03.2023
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[NepeBoa c aHrnuifckoro A3nika Ha pycCKHi 36K

Sl nmoxarBepkmalo, YTO NpHIaraeMblif JOKYMEHT SABJIETCA TOYHBIM, KOPPEKTHBIM H BEPHBIM
JOKYMEHTOM, KOTOpbIH ObUI MOArOTOBJIEH KaK 4acThb TEXHHYECKOH NOKYMEHTALHH Ha MEIMIHHCKOE
usnenne «DJIEKCOTPOH® dopre (FLEXOTRON® Forte), HMmIaHTaT BA3KO3IaCTHYHBIA

CTEpHJIbHEI Ha OCHOBE rMayypoHata Hatpus, 10 mr/mn, 1%, 3 mu» npousBozacrea SciVision Biotech
Inc.

[TIoonuce ] 03.03.2023
[Hlevams: CaiiBuxch baiiomex Hux.]
[ITewamy: Xaub, Kait Usnr/
Xans Kait Usnr
Ilpencenarens npaBieHUs
Ot umeHH 1 no nopydenuio SciVision Biotech Inc.

HHCcTpyK1UHSA N0 NPHMEHEHHIO
MEJUIIHHCKOI'O U3JEJIUA:

DJIEKCOTPOH® ®opre (FLEXOTRON® Forte), ntMnianTar
BSI3KO03JIACTHYHDIH CTEPHJILHBIA HA OCHOBE FHAJIypoHATa HaTpHiA, 10 Mr/mi,
1%, 3 ma1.

Wramn: 003000239

[eyams: ]

Jeno Ne 112 Cion FOaub YUxans Lzt Ne 112.5.02

Hara: 02 Maa 2023 r. [112 2. no xanendapio Munveo]

ATTecTOBaHO B OQHCE rocyAapCTBEHHOrO HOTapHyca TakBaHLCKOro CyAa okpyra I'aocioH, -
Kuratickan Pecriy6nuka, 4to moanuch(-cu) / neyats(-Ti) B HaCTOALIEM AOKYMEHTE ABAAETCA(-
10TCA) 1OCTOBEPHBIMH.

TocynapcTBeHHBI#t HOTapHyc: [noanUcs]

[Meuams:]

B03710)KeHHbIE NOJTHOMOYHA MOATBEPXACHH B MPHUCYTCTBHH
rOCYRapCTBEHHOTO HOTapHyca, Ybs NMOANHCH(-H) / nedaTh(-H),
NOCTaBACHHbIE HAa 3TOM JOKYMEHTE, ABJIAETCA(-IOTCA) NOUTHHHBIMH.
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MHCTPYKLMA MO NPUMEHEHUIO
HanmeHoBaHWe MeAMLNHCKOIO U3aennsa
®/IEKCOTPOH® dopTte (FLEXOTRON® Forte), mmnnaHTaT BSI3KO3MaCTUYHbLIA CTEPU/IbHBIA Ha OCHOBE
rnanypoHata Hatpus, 10 mr/mn, 1%, 3 mn.
WmnnaHTaT npeacTaBnseT co6oii 6GecuUBEeTHbIA, NPO3payvHblid, BA3KUIA W CTepUbHbIA renb (rmaporesns).
WmnnaHTaT He BK/tO4aeT B ce6A NeKapCTBEHHble CPeACTBa, NPOM3BOAHbIE KETOK W TKaHel 4enoBeka, TKaHu
XWUBOTHbIX. He uMeeT pagnaunoHHbIX 1 3NeKTPOMArHUTHbIX CBOMCTB.

Cocras:
MHrpegneHTt CofepxxaHue
rnanypoHat Hatpus (CidH20NNaOu)n 1%
ConeBoli pacTBop octhaTHOro 6ydepa:
Na2HP04*12H20 0,06%
NaH2P04*2H20 0,0048%
Xnopug HaTpus 0,89%
Boga ona nHbekyuii CKONbKo TpebyeTtca go 100% (3 mn)

TexHNYECKMEe XapaKTEPUCTUKN:

- pH 6,8-7,8;

- NnoKasatenb ocmonansHoctn 0,9-1,3 K 0,9% hn3nonornyeckomy pacTeopy;

- 0CMONSANbHOCTL 270'-390 MOCM/KT;

- 06beM rens (MMnnaHTaTa) B CTEKNAHHOM wnpuue: 3,0 £ 0,2 mn;

- Tpeb0OBaHUS K BHELIHEMY BUAY Tens; NpPo3payHblil, 0AHOPOAHLIA, OTCYTCTBUE MOMYTHEHMWA, OTCYTCTBUE

KpUcTanimsaumm, oTCyTCTBUE MHOPOLHbIX BKIKOYEHWIA;

- UBeT rens; 6ecuBeTHbIN.
OnucaHune
MmnnaHTaT gns 3amewieHns cuHoBmanbHoi xunagkoctn GIEKCOTPOH® ®dopTe nocTtaBnseTcss B CTEKNSHHOM
WMAPMLE W COLEPXWUT TManypoHOBYK KucnoTy. MpoayKT npeactaBnseT o060 6GeCUBETHbIA, MPO3payHbIii,
BA3KOYMPYTWiA W CTEPUbHBbIA pacTBop. [ManypoHOBas KWcnoTa $BASeTCA MNPOAYKTOM 6GaKTepuanbHoii
(hepMeHTaUmMmn. M3genve npegHazHavyeHo TOMbKO A5 04HOPA30BOr0 NPUMEHEHUS.
manypoHoBas Kuc/ioTa ABASETCA eCTeCTBEHHbIM MOAMCAaxapuAoM, KOTOpPbIi BXOAMT B COCTaB BCEX TKaHEeik
opraHusmMa, npy 3TOM B OCOOGEHHO 60/bLION KOHLUEHTpaLMM ruanypoHoBas KWUCNOTa COLEPXUTCA B KOXe,
NMOAKOXHbIX TKaHAX, a TakXe B COeAMHUTENbHOW TKaHW, TaKoi Kak CMHOBMaNbHas XWAKOCTb. [ManypoHoBas
KMUCnoTa MPMHaLNEXUT K HEGOMbLUON rpynne BELWEeCTB, OANHAKOBbIX /15 BCEX XXWBbIX OPraHn3mMoB, MO3TOMY OHa
obnagaeT BbICOKOW 6MocoBMECTMMOCTbO. B 1 mMn npogykta cogepxutca 10 Mr ruanypoHaTa HaTpus,
pacTBOPEHHOrO B (PU3MOOrMYECKOM PacTBOpe.
He nognexuT TeXHNYeCKOMY 06CNyXUnBaHUo.
KomniekT nocTtaBku
OfHa egnHMLA NPOAYKLUN BK/IHOYAET:
- 3aMOJIHEHHbI CTEPUNbHbIV Wnpuy 3,0 MA B 3anasiHHOM 6/1McTepe;
- MHCTPYKLUMIO NONb30BaTeNs.

CTepunbHOCTb

M3genne NpoxoauT UHULIHYO CTepuamMsauunto aBToKnaBupoBaHMeMm B cooTseTcTBuM ¢ EN 556-1. Banupauus
[JaHHOro npouecca OCYLecTBAAETCA B COOTBETCTBUM cO cTaHgaptammn ISO 11138-3 m ISO 17665-1 pans
NOATBEPXKAeHNA CTepUNbLHOCTH.

HasHaueHne

Bs3K03nacTMYHoOEe NpoTe3npoBaHNe CUHOBUANBHOW XUAKOCTU Y NaLUEHTOB C JereHePaTUBHO-AUCTPOGUYECKUMY
MU MOCTTPaBMaTUYECKMMUN MOPaXKEHUAMU CYCTaBOB, a TakKXe Yy /iNL, MMEKLWNX MOBbIWEHHbIe Harpy3kym Ha
NOBPEXAEHHbIE CYCTaBbl U CBA3KU, OKO/IOCYCTaBHbIE TKaHW.

MNMokasaHNA K NPUMeHeHUo

- ocTeoapTpuT / octeoaptpo3 (OA), nocTTpaBMaTnuyeckme u Apyrue fLereHepaTuBHble U3MEHEHUA KOMEHHOrOo,
Ta306epeHHOro, Nae4YeBoro U rofleHOCTOMNHOrO CyCcTaBoB;

- [lereHepaTMBHO-ANCTPOGNYECKME N NOCTTPABMATUYECKME MOPaXKEHNA OKONOCYCTaBHbIX CUHOBMaIbHbIX CYMOK,
CYXOXWUINIA N CYyXOXWUJTbHbIX BRaraamiy;

- BOCCTAHOB/IEHWE CBONCTB CMHOBMA/bHOM XNAKOCTU MPU OPTONEANYECKOA XUPYPTrUumn CyCcTaBoB, a Takxe Yy L,
MMEILLUX MOBbILWEHHbIE HArpPy3KN Ha NMOBPEeXXAeHHbIe CyCTaBbl.

Cnocob npumMeHeHUs
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KUHH BLIMONHAIOTCS MEAHLMHCKMMH CMELMAIMCTaMH B acenTHYecKMx ycnoBusX. [lepen BBeaeHHeM
aHTata COACPXHMMOE LUNPHLA AOMKHO ObIThb BH3yalbHO OLIEHEHO Ha NpPO3pavHOCTh H OAHOPORHOCTD.
lomyTHEHHE, KPHCTAJUTH3ALIUSA, NOABIEHHE OKPACKH W/WIH HHOPOAHBIX BKITIOYEHHH MOXET CBHAETE/ILCTBOBATH O
HAPYWIEHHH MNpaBW1 TPAHCIIOPTHPOBKH M XpaHEHHA W3denua. [Ipy MoSBACHHM BblllleyKa3aHHBIX MPH3HAKOB
BBEJICHHE CPE/CTBA AIf 3aMELLICHHA CHHOBHAIbHOM JXHAKOCTH 3anpeLleHo.

HMnnanTat BBOAWTCA BHYTPHCYCTABHO W/WIM NEPHApPTHKYJIIPHO B 4CENMTHYECKHX YCJIOBHAX MPOLEAYPHBIX H
MaHHMYNSUHOHHbIX KaOHHETOB.

[lepen npoBeacHueM MHBEKLMM HEOOXOAMMO YAANHTh MOKpbIBAIOLULYI0 MeMOpaHy M HM3B/eub HAMOJHEHHLIH
IINPHL C HMILTAHTAaTOM M3 GnKcTepa.

BpyuHylo npHkpenuTh anantep JiA NajibleB K yNOPY WHJIHHApPA LINpHLA.

INpunepxuBas NO3pOBCKMI HAKOHEHMHHK, aKKyPaTHO OTKPYTHTh KO/NNMa4oK HAKOHEYHHKa LUNpHLa (KaK MOKa3aHo
Hiwke). M36erath Ype3aMepHbIX Harpy3ok Ha WINpPHUL NpH (PHKCAUMH MINbl JUIA NPeaoTBpalleHHa AedopMalivH
MmexaHnusMma Jlyep-Jlok.

4

\.
IMponomkas Kpenko yaep)KHBaTh JIO3POBCKHH HAKOHEUHHK, MPUKPYTHTb CTEPHJILHYIO HIJly PEKOMECHAYEMbIM
pasmepoM 21G nnu 23G (He BXOAAT B KOMIUIEKT NMOCTaBKH) K 3allieNKe WIMNpHLA JO TeX Nop, Noka oHa He 6yaer
3akperuieHa. JlnMHa Mrnbl BeIGMpaeTcs BpauoM B COOTBETCTBHH C KOHCTHTYUHMEH H4eOBEKa W TOJLIHHOM
NOAKOXHOI KNeTYaTKH B MecTe nyHKuuK. [Tepea #Hbekumel BbIMYCTHTD U3 IIMPHLA Ty3bIPbKH BO3YXa B ClTy4ae
MX HaIHYMS.

Beoants MeanenHo. INauneHT nomkeH u3beratb MoObIX GH3HUECKHX HATPY3OK HIH BECOBBIX HArpy30K B TEHEHHE
48 yacoB nocne BHYTPUCYCTaBHON HHBEKLIHH.

Ha kypc neuenuns pexomenayerca 3-4 wnpuua. Jlna neveHus ocreoaprputa / ocreoaptposa (OA) cycraBoB y
B3POCIBIX MPOBOAAT | MHbEKLMIO B Heaemo. KonnuecTso 1 yacToTa HHbEKUMH MOTYT H3MEHATHCSA B 38BHCHMOCTH
OT TAXKECTH CHMNTOMATHKH.

Oxnnaemas 3¢pPeKTHBHOCTb H NPHEIHN paboTbl

Monekyna ruanypoHOBOIl KMCIOTbI HMEET CIIMPANbHYIO JUTHHHOLETIOHEYHYIO CTPYKTYpY, KOTOpasd Mo3BOjfeT
yAEp)KMBaTh WIH [OIJIOWATh MOJEKYIbl Boabl. BHyTpucycTaBHoe oborauieHHe CHHOBHAILHON J>KMAKOCTH
MHBEKUMAMH THATYPOHATA HATPHA CMOCOOCTBYET YMyWLIEHMIO WIH BOCCTAHORJIECHHIO BA3KOYTIPYTHX CBOHCTB
€CTECTBEHHOM CHHOBHAIBHOM XKMAKOCTH. ['HanypoHar HaTpus OTBevaeT 3a BA3KOYMpPYTHe CBOHCTBa
CHHOBHAILHOM JKMIAKOCTH, TaKHM 00pa3oM BA3KOIaCTHYHOE MPOTE3HPOBAHHE MO3BOJAET KOMIEHCHPOBATh
HE0CTATOYHOCTh FMaIlypOHOBOH KHMCJIOTHI B CHHOBHANLHOM JKMAKOCTH WIH CHIXKEHHE €€ BA3KOCTH, CMATYHTD
BHEIUHME Harpy3KH Ha cycraB, o0ecne4YMBaeT CMa3biBaHME, BOCCTAHOBRJIEHHE YNPYTOCTH M BA3KOCTH,
aMOPTH3aLHIO, YBOKHEHHE H O0BOJIaKMBaHHE CYCTAaBHBIX MOBEPXHOCTEH, NOKPLIBaA CMa3bIBAIOIMM 3alHTHBIM
CII0EM XPALL H PeLenTopbl CHHOBHH. JTO NOMOraeT YBEIMYHTL 00bEM ABIDKeHHH H 06ecneunBacT MEXaHHYECKYIO
3aIUMTY TKaHeil MoJIOCTH CyCTaBa, YTO B CBOIO O4epelb MOXKET y/IyulaTh Te4EHHE OCTeopaTpo3a / 0cTeoapTpHTa
H APYTHX A€reHepaTHBHO-AUCTPOPUHECKHUX H NMOCTTPaBMaTH4YECKHX NATOJOTHii CyCTaBOB.

OxunpaeMas NpoAo/DKHTENBLHOCTD 3¢ dexTa cocTaBnger 6 MecaLeB nOcie NPOBEACHHUA Kypca JIE4eHHS.

IIporrBONOKA3aHHA
. 3anpeuiaeTcs NPUMEHSATD Y MALMEHTOB, CTPAJAOLIHX M'HNEPYYBCTBHTENIBHOCTBIO K THATYPOHATY HAaTPHA.
. 3anpewaloTcs BHYTPMCYCTaBHbIE W MNEPUAPTHKYNAPHbIE MHBEKLUHH B Clly4asdX NEPEHECEHHBIX WIH

TeKyLUMX HH(EKUHOHHBIX WIM KOXHbIX 3a0oneBaHuii B obnacTH ywacTka, Ha KOTOpOM Mpeanojaraercs
NpOBEACHHE HHBLEKLIMH.

Mepn! npegocToOpoXKHOCTH

To npuuMHe TOro, YTO CENTUUECKHI apPTPHUT ABSETCA CEPbE3HBIM MOGOYHLIM 3 dekToM, Heobxoaumo cobmonats
BCE CTaHAAPTHbIE MEPBI MPEAOCTOPOIKHOCTH I XHPYPrHYECKHX BMEILATENBCTB.

INpu nonyyeHuH acnMpallMOHHOMN JKHIAKOCTH Nepedl NMPOBEACHHEM BA3KOIACTHYHOIrO NPOTE3HPOBAHUA CllEAYeT
NPOBECTH COOTBETCTBYIOILME HCCIIENOBAHHS 1A HCKIIOYEHHA GakTepHanbHO# 3THONOIHH apTpHTa.

Hanenve npeaHasHaueHo AA BHYTPUCYCTAaBHOrO W/wiM okonocycTaBHoro Beeaehusa. Heobxomumo uiberats
BHYTPHCOCYAMCTOrO BBEJACHHS H3IENHA.

Hanenue cnenyer ucnonb3oBaTh 40 HCTEUEHHS CPOKA FOAHOCTH, YKa3aHHOTO Ha YTIAKOBKeE.

TIpHMEHSTB ¢ OCTOPOXKHOCTHIO Y MALMEHTOB C alUlepruei, a Takke y NalMeHTOB ¢ 3a00/1eBaHHAMH NEYEHH.

B nepsbie aHM mociie MHBEKUMH MOXET ObITh PEKOMEHAOBAH MEPOPaNbHbIA NPHEM aHAIBLIETHKOB WM
MPOTHBOBOCTANIUTENILHBIX JIEKAPCTBEHHBIX CPEICTB.
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« P N)UMEHEHUNE U3AENNA COBMECTHO C YETBEPTMUYHBLIMU COEAVHEHUSMMN aMMOHUA 3aMpeLLeHo.
/T'oNbKo ANa OLHOPA30BOro MCMONb30BaHUA. MOBTOpPHAA CTepuamn3auns n NPpUMeHeHne U3genns 3anpeLteHbl no
NPUYMHE HANNYUA PUCKA BO3SHWKHOBEHUS MH(EKLMMW, NEepeKpecTHON uHdekunumn n (unun) gedekrta nsgenms. He
MCMOMb30BaTh LUNPUL, U3 OTKPLITON M/MAM NOBPEXAEHHON CTepWUAbHOW yNnakoBKU. He ncnonb3oBaTh LWIMNPUL, C
OTKPbITBIM UW MOBPEXAEHHBIM KOAMA4YKOM CTEPULHOrO Wwnpuua. pu HapylweHUn CTepUibHOCTW WAN
NOLO3PEHUN O HapYyLUEHUN CTEPUIbHOCTU MMMIaHTaTa usgenme 4oMHKHO 6bITb YTUAN3UPOBAHO.
Mo>kunblie NnanneHThbl
MpUMEHATb C OCTOPOXXHOCTHH BBUAY OOLLEr0 CHWXEHMA (YHKLMOHANbHON aKTUBHOCTW OPraHOB W CUCTEM
opraHusma.
bepemMeHHOCTb M aKkTaunua
MpMMeHATb B Clyyae, ec/iv NMPEUMYLLECTBO SleYeHUs MPEBbILIAET PUCK Pa3BUTUA HeXenaTenbHbIX ABMeHnA. Bo
BPeMSA IeYEHUS KOPMJIEHWE TPYAbIO CefyeT NpekpaTuTh.
OdeTn
BesonacHOCTb MPUMEHEHNSA NPOAYKTA Y AeTell n3yvyeHa HeJOCTAaTOYHO, MO3TOMY MPUMEHATH C OCTOPOXKHOCTbLIO.
B0o3M0OXHble NO60YHbIE 3 heKThI
MpuMeHeHNe TUaNypoOHOBOM  KWCNOTbl NpW  fereHepaTMBHO-AUCTPOPUUECKMX W MOCTTPaBMaTUYECKMUX
NOpaXKEHUAX CYCTaBOB fBNAETCA XOPOLWO W3YyYeHHbIM METOLOM C YCTaHOB/IEHHbIM Npogusiem 6e3onacHoOCTH,
NPUMEHSIOLLUMCA Ha NPOTAKEHUU HECKONTbKUX AeCATUETUIA.
K OCHOBHbIM NO60OYHbLIM 3(hheKkTam OTHOCATCS 60/b, OTEK U CKOBAHHOCTL B CyCTaBe NOC/ie NHBLEKLUN.
B KpaiiHe pegkuMx cayvasx BO3MOXHO MpOSBAEHWE MECTHbIX BOCMANMTENbHbIX CUMNTOMOB (MOBbILEHMWE
TEeMMepaTypbl, MOKPAaCHEHNE U OTEYHOCTb, YBE/IMYEHME COAEPXaHWUs 3KCCyjata B MOOCTM cycTasa). Mocne
BHYTPWUCYCTaBHON WMHBEKLMW MOTYT BO3HMKATb TakMe 06paTUMbleé MeCTHble peakuuun, Kak KpaTKOBPEeMEHHOe
orpaHnmyeHue NOLABMXHOCTW, YYBCTBO AUCKOM®OPTa UAKN TAXeCTU B cycTaBe. MposBaeHne faHHbIX CUMNTOMOB
MOXXHO YMEHbLWUTL NPUKIaAblIBaHWEM NbAa K MECTY MHBEKUUM B TedeHne 5-10 MuHyT n npunémom HIMBC.
MimetoTca coobLWEHNA 0 eAUHNYHBIX CyYasx anjeprmyecknx peakuyuii (Hanpumep, 3yf4, Cbilb, KPanuBHMULA) W
aHauMNakTUYeCKUX peakumii, CeNnTUYECKOro apTpuTa, BHYTPUTKAHEBbIX KPOBOU3NUAHUAX UAN KPOBOU3IUAHUAX
B MOMOCTb CyCTaBa, TeHAeHWUTaX, (hnebuTtax, mapecTesnsx, roN0BOKPYXEHMAX, FOM0BHbIX 609X, MbILEYHbIX
cnasmax, 4yBCTBE >kapa, oOOWeM HegoMOraHuu, mnepuepuyecknx OTEKOB MNpWM  BBELEHWW PacTBOPOB
rManypoHOBOW KUCNOTbI.
Mpn NOABNAEHUU MECTHBIX UAN O6LMX CUMNTOMOB CleAyeT MPOKOHCY/IbTUPOBATLCA C BPAYOM.
CoBMeCTMMOCTb
NTnHeliHble  (OpMbl  FTMAypOHOBON KUCNOTbl COBMECTUMbI MPU  MPUMEHEHWM C BOAHLIMW pacTBOpamu
NONNHYKNEOTUA0B, KOMMAreHoB W XOHAPOWUTWMH cynbdaTom. WmewoTca ony6AMKOBaHHbIE KAMHWYECKKE
nccnefoBaHMsa Mo YNyylWeHUo pesynbTaToOB BA3KO3NACTUYHOrO MNPOTE3MPOBAHWA NPU  BHYTPUCYCTABHOM
BBEJEHWWN PACTBOPOB rMasypoHOBON KUCNOTbl U NMPOXOXAEHWUN Kypca BHYTPUMbILLIEYHON Tepanum XOHAPOUTUH
cynbgaTom.
KomnaHnua SciVision Biotech Inc. u e& yno/HOMOYeHHble nMpeAcTaBUTENIM B pamMKax MNpoLEeccoB
MoC/neperncTpayMoHHOro Hagsopa ¥ MOCNeperncTpayMoHHOr0 KAMHUYECKOTO MOHWTOPUHIA OCYLLECTBAAKOT
MOCTOAHHbLIA CcHOp MHGOPMaLWM O HOBbIX [aHHbIX B OTHOLIEHWM COBMECTUMOCTU CBOWX MPOAYKTOB C
NEKapCTBEHHbIMM MpenapataMyu W APYTMMKU  CpeacTBaMu ANA  BA3KO-3/1aCTUMHOIO MpoTe3npoBaHusa. [ns
MONYYEHUSA aKTyaslbHbIX CBEAEHWUA O KOMOMHUPOBAHHOM MPUMEHEHMM M COBMECTUMOCTM MPOAYKTOB SciVision
Biotech Inc., B TOM yucne gaHHbIX U3 MEAULMHCKUX NNTepaTypHbIX 0630p0B U HEOMY6/IMKOBAHHbIX KNTMHUYECKNX
nccnefoBaHUin, MOXHO 06paTUTLCA K MNPOM3BOAUTENO, NG00 K ero JIOKafbHbIM  YMNOJHOMOYEHHbIM
npeAcTaBMTeNAM, KOHTaKTHas WH(opMauuWs KOTOpbIX YyKasaHa B 3KCMAyaTauMOHHON [OKYMeHTauun u Ha
MapKMpOBKe MeAuLMHCKMX n3genuii SciVision Biotech Inc.
N3Bneyenne umnnaHTarta
B cnyyae BbipaXeHHbIX NPOABAEHN MOXET 6bITb PEKOMEHAOBAHO yAaneHne uMnaaHTara n3 nonocTu cycrasa, B
TOM 4unC/le C MPUMEHEHMEM naBaxa COrfacHo AEWCTBYIOLWMUM KAMHUYECKUM peKoMeHjauumam. 3anpeuiatorcs
MOBTOPHbIE MHBEKLUWM MMMNAHTATOB CUHOBMWA/bHOM XUAKOCTW B CycTaB J0 KYNUPOBaHUSA CUMMATOMOB OCTPOro
BocnaneHma!
XpaHeHue u TpaHCNopTUpPOBKa
XpaHuTb 1 TpaHcnopTupoBaTb Mpu TemnepaType oT 2 °C go 30 ®C, B opuruHanbHol ynakoBke. bepeub oOT
BO3/eCTBMNA NPAMbIX COMHEYHBIX Jlydeil. He 3amopaxmBars.
Cpok rogHoctu: 3 roga.
3alwMTa OKpy>XXalLULen cpeabl U yTuamsayns
CogepXumoe LWNpuua He ABNAETCA TOKCUYHBbIM WX OrHeonmacHbIM. W3fgenus npu  UCNONb30BaHUM,
TPaHCNOPTMPOBKE U XPaHEHMMW He OKa3blBAKOT HEFATUBHOIO BO3AENCTBUA Ha OKPYXXAlOLW Y cpeay.
Hencnonb3oBaHHbIE WMAPULbI MOTYT 6biTb YTWAM3NPOBaHbI B KayecTBe ObITOBbIX OTXO0AOB. CTeKMo crnepyeT
YTUAN3NPOBATb C OCTOPOXHOCTHIO.
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AHeuncnonb3oBaHHOE COAEPXUMOE LWNPMLA A0 UK NOC/E NCTEYEHUS CPOKA FTOLHOCTU MOXET BbITb YTUIN3NPOBAHO
/B KayecTBe 6bITOBbIX OTX0A0B (CAUTbL C 60MLLWINM KONNYECTBOM BOAbI).
Y HUUTOXEHNE NCMOMb30BaHHbIX MEANLMHCKNX U3AeNnii OCYLLECTBNSETCA B COOTBETCTBMM C NPUPOA00XPaHHbLIMU
Tpe6OBaHNAMWN HaLWOHaNbHbIX, MECTHbIX W BEJOMCTBEHHbIX PYKOBOAALIMX MOMOXEHUA 0 6Ge3onacHOM
YHUUYTOXEHUMN N YyTUIU3AL NN,
Wcnonb3oBaHHble MeAUUUHCKME M3gennsa (Wnpuubl C MMMAaHTaTaMu) OTHOCATCA K 3MUAEMUOIOTMYECKM
OMacHbIM MEAULMHCKMM OTX0/aM.
PacwungpoBKa CMMBO/IOB Ha YNaKoBKe
3anpeT Ha NOBTOPHOE UCMO/b30BaHNe

He ncnonb3oBathb npn NoBpeXAeHNN yrnakoBKu

TemnepaTypHblii gnana3oH

LOT Koa naptum

| [arta nsrotosneHns
NNnr

MN3rotoBuTenb

Mcnonb3oBath O ...

@ O6paTUTECh K UHCTPYKLMM MO NPUMEHEHWNIO

He 3aMopaxneaTtb
He gonyckaTb BO3AeCTBMSA COTHEYHOrO CBETA

STEHL| | Ctepununsaynsa napom

HETOKCWMYHO He ToKcunyeH

NMD SABNAETCA MEAULMHCKUM U3feNnem

MapaHTuUiiHblie 0653aTeNbLCTBA

apaHTWIHbIA CPOK COOTBETCTBYET CPOKY rogHocTn u3genusa. CpokK TrOAHOCTU MEeAMLMHCKOro u3genus
cocTtasnseT 3 roga.

Mpon3BognTeNb FapaHTUPYeT KauyecTBO M3fennii U COOTBETCTBME 3aAB/IEHHLIM TEXHUYECKUM CreyndukaLmsm B
TeyeHWe BCEro CPOKa rogHOCTM Npu cOBAOAEHUN YCMOBUIA 3KcnyaTauuu, TPaHCMOPTUPOBAHUA U XPaHEHUS.
Mpoun3sBoguTenb UM ero yrnoaHOMOYEHHbIV MpeAcTaBuTe b NPeLOCTaBNAeT MHOPMaLni0 U peKoMeHjauun B
OTHOLLEHUN PUCKOB, a TaKXe npeanucaHns, MeTobl U TEXHUYECKNe Npuembl ANA NPUMEHEHUS U3LeNnus.
KoMnaHus-npon3BognTeslb CHUMaeT C Ccebs BCHO OTBETCTBEHHOCTb W OTKAa3blBAaeTCH OT rapaHTUAHbIX
0653aTeNbCTB B CBA3M C TPaBMaMu nauneHTa Uan yuiep6oM, KOTOPbI MOXET NMeTb MECTO B pe3ybTarte:

1. BbibpaHHOro crnocoba NPUMMEHEHUS W TEXHWYECKOrO Npuema BBEAEHMSA MMMAaHTaTa nNpu Heco6MaeHUN
YCTaHOB/IEHHbIX PEKOMEHALNIA.

2. Hemoaxopswero HazHa4yeHuUs, Bblbopa UCNOb30BaHNA A1 KOHKPETHOIO nauneHTa.

3. Vcnonb3oBaHuA M3fenns MOCNE UCTEYEHUA YKa3aHHOr0 CpoKa FOLHOCTW WAM MPU HapyLleHUaX npasun
XpaHeHUs 1 TPaHCMOPTUPOBKN.

MpounssoguTens

«CanBuxH bainoTek NHK.», TaiBaHb.

SciVision Biotech Inc., 9, South 6th Rd., Cianjhen Dist., Kaohsiung 806, Taiwan, R.O.C.

E-mail: service@scivision.com.tw

Ten: +886-7-823-2258

dakc: +886-7-823-2295

YN0oNMHOMOYEHHbI NpeacTaBuTeNb NPON3BOANTENS B Poccun

O6LecTBO C OrpaHWyYeHHON 0TBeTCTBEHHOCTbIO «MKHT MmnopTt» (OO0 «MKHT WmnopT»), 119071, ropog
Mocksa, ynuua OpmxoHukngse, gom 12, c"p. 2, Poccuiickas degepauus
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+1 495 786 39 63
E-mail: info@mecnt.ru
YNOMHOMOYEHHbI NpeAcTaBUTeNb MPOM3BOAMTENS B PoCCMM HagefneH npaBaMmu obecrneyeHUs MpoLLeccoB
NPOCNeXNBAaeMOCTU MNPOAYKLUU W NOCAEPErncTpaunMoHHOro MOHUTOPMHra 6e30NacHOCTU MeAULMHCKOro
n3genns B LEeNAX BbISBNEHUA W NpefoTBpalleHns NoBOYHbIX AeNCTBUW, HE YKasaHHbIX B WHCTPYKLMU MO
MPMMEHEHWIO, HeXenaTefbHbIX peakUMin npu MNPUMEHEHUM MeAWLUMHCKOro u3aenuns, 0cobBeHHOCTel
B3aMMOAENCTBUS MEeANLMHCKNX U3AeNnin mexay coboi, (hakToB M 06CTOATENbCTB, CO3AAMLWIMX YIPO3Y XNU3HU U
3[0POBbI0 rpaXkKaaH U MeAULUNHCKNX paboTHNKOB. 15 BbINONHEHUS AaHHbIX QYHKUNA OO0 «MKHT MmnopT»,
[eNcTBys B KayecTBe YMNOJSIHOMOYEHHOrO MpeAcTaBuTeNs, WAK/M ero [OBepeHHble fMua HafefieHbl MpPaBoM
cobupatb NocneperncTpaunoHHbIe JaHHbIE, LOBOAUTb A0 Cy6HLEKTOB 06paLleHUs MHhopmaLmio no 6e3onacHoCTM,
BOB/IEKATbCA B MEPONPUATUSA MO BbIMOSHEHWUIO KOPPEKTUPYHOLIMX U MPEBEHTUBHbLIX AEWCTBUA, a Takxe
3aK/04aTb COOTBETCTBYIOLWME COrflalleHns No 06MeHy faHHbIMW B OTHOLIEHWUMW 3TON NPOAYKUWW, ecnin 3TO He
NPOTUBOPEYMUT 3aKOHOAaTeNbCTBY Poccuiickot ®efepaummn n EBpasuinckoro dkoHommyeckoro Corosa.
YNONHOMOYEHHbI NpeAcTaBUTeNb MPOM3BOAMTENS U OpraHM3auus, oTBevarwwas 3a MOCTPErncTpauuMoHHOe
HabnogeHne 3a 6e30MacHOCTLIO M MPUHMMatoLas MPeTeH3un OT moTpebuTeneil Ha TeppuTopun Pecny6amku
KasaxcTaH:
TOO "TonMeg", 050008, Pecny6nmka KasaxcTtaH, r. AnMatbl, AfIMaIMHCKKUIA p-0H, Np-KT Abas, g. 109B, oguc
501A.
Ten.:+7 7273470814
E-mail: reg@topmed.kz
M3genve cooTBeTCTBYeT TpeboBaHMAM CleayrLWMX HauMoHanbHbIX cCTaH4apToB npounssoautens 1SO 13485; 1SO
14630; IEC 62366-1; ISO 14602; EN ISO 14971; ISO 14155; USP; Ph. Eur.; ISO 10993-1; ISO 10993-3; ISO
10993-5; 1ISO 10993-6; 1SO 10993-10; ISO 10993-11; ISO 10993-12; ISO 10993-18; ASTM F1980-16; EN 556-
1; 1ISO 11138-1; ISO 11138-3; ISO 11737-1; ISO 11737-2; ISO 17665-1; ISO 14644-1; 1SO 14644-2; 1SO 13408-
1; ISO 11607-1; ISO 11607-2; ISO 11040-8; 1SO 80369-7.
PernctpaynoHHoe ygoctoeepeHue B Poccum Ne P3H 2022/17365 ot 00.00.0000
PerucTpaumoHHoe ygoctosepeHue B KasaxctaHe Ne PK-MIMH-5N2021509 ot 00.00.0000
Bepcus TexHuyeckoro gaiina: 02 ot 18.07.2022,
Bepcusa nHctpykuunm 02 ot 03.03.2023.
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[Mepesos ro TeKCTa BbIMONHEH NEPeBOAYNKOM TUXOHEHKOBLIM AMUT preM BUKTOPOBMYEM.

Poccuiickaa deaepauus
"opog Mocksa
TpuauaToro oKTA6pA ABe ThicAYM ABaALaTb TPeThLero roga
[ PopavHa YnbsiHa AnekceeBHa, BPEMEHHO UCNOHALWan 0643aHHOCT M HOTapuyca ropoga Mocksbl Koi
Bnagnmupa KoOHCTaHTWHOBMYA, CBUAETENbCTBYH NOANMHHOCTb noanucu nenea™ aw TRXxagHEHKOBA
AMnTpua BukToposuya.
Moannck caenaHa B MOeM NPUCYTCTBUK.
JInyHocTb NoANMCaBLUErO AOKYMEHT yCTaHoB/eHa.

3aperncTpupoBaHo BpeecTpe: M 77/2138-w77-2023-3J-"3"
YnnauyeHo 3a coseplienune lw A rw w A AicT Busa: 400py6. 00 Kon.

Y.A. PoaunHa

Bcero npoLwHypoBaHo
W CKpEn/eHo neyaThbio

BPWO HoTapuyca
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