DENTAL

FMANPUNAMEP®-02 neHTan

MaTtepwuan renesbiit Ha 0OCHOBE MOAU(ULMPOBAHHOWM
ranypoHOBOW KUCMOTbI BOAOCOAEPKALLMIA CTEPUITbHBIN

Obuiee conepxaHve rnanypoHarta Hatpusa — 1,4 %

PeructpaumnoHHoe yaoctosepeHmne
OCP 2010/06572 ot 14.12.2012 .

MHCTpyKLMsA MO NpMMeHeHuIo

CocTaB

lvanypoHaT HaTpus, cononuMMep rmanypoHaTta HaTpus
¢ ackopbundocdartom maruusi, L-nponuH, L-nusuHa
rMApOXNopvA, MWUMH, HaTpusi xnopuva, docdaTtHbIn
6ydep, Boaa Ans MHbEKUUIA.

Onucanune _

TMATNPUMAWVEP®-02 peHtan — npo3spayHoe, becuBert-
Hoe, crerka reneobpasHoe BeLLecTBO, NOCTaBMNSETCS B
CTEKMNSIHHOM LunpuLe.

CoaepxuT  yHUKanbHyto opMy  MOANULIMPOBAHHOWM
rManypoHOBOW KWUCIOTbl  BbICOKOW CTEMEHW OYUCTKM,
nonyyaemor nytem 6akrepuanbHol chepmeHTaumu, ¢ 4o-
6aBneHnemM cornonuMepa rvanypoHara HaTpusi ¢ ackop-
6undocdarom marHusi, L-nponuHa, L-nuauHa v rmuumnHa.

MexaHu3m gevcTBus

TMATNPUMAVEP®-02 peHTan cosgaeT onTUManbHyHo
cpeay ANns HopMarbHOrO (OYHKUMOHMPOBaHUS hrnbpo-
6nacToB, CUHTE3MPYIOLMX W CEKpPeTUpYLWMX Genku
MEXKIMETOYHOro MaTpuKca (KonnareH, anacTuH) U Myko-
nonvcaxapuabl.

manypoHoBasi kucnoTa (rvanypoHaH) sIBnsieTcsi ecre-
CTBEHHbIM KOMINOHEHTOM COEAVNHUTESBHON TKaHW YeroBe-
ka. OHa yyacTByeT B TpaHCMopTe 1 pacnpeaeneHny Boabl
B TKaHsiX, onpeaensiet 6apbepHyto 1 3alUTHYHO (yHKLMN
MEXKMNETOYHOrO MPOCTPAHCTBA, MOBLILLIAET Typrop W
ANacTUYHOCTb COEAMHUTENBHOW TKaHW, HopManuayet ee
BII@XXHOCTb, OKa3blBaeT PaHO3aXMBIIAIOLLEE AeiCTBIE.
ManypoHoBas kucrota B TVATNIPUMAVEP®-02 pextan
B BMAE COMONMMepa OCYLLECTBNSET aApecHyto JOCTaBKY
ackopGUHOBOIA KCIOThI, L-nponuHa, L-nuavHa u rmumHa
K knetkam. AckopbuHoBas kucnora obnagaer CUnbHO Bbl-
pa)K€HHbIMW aHTUOKCUAAHTHBIMW CBOMCTBaMW, Perynmpy-
€T TPaHCMopT MOHOB BOAOPOAA BO MHOTUX BUOXMMUYECKUX
peakumsix, YrnyyLaeT MUCMomnb30BaHWe [MoKo3bl B LMKE
TPUKapBOHOBLIX KWCMOT, y4acTByeT B CYHTE3E KomnnareHa
1 MpoKosnareHa, B pereHepauumn TkaHein. AckoporHoBasi
KuCroTa CrnocobCTBYET NOAAEPXKAHWIO  KOMMOWAHOTO
COCTOSIHUSI MEXKIIETOYHOTO BeLlecTBa W HOpMaribHOW
NPOHULLI@EMOCTN  KanumnnspoB (BCNEACTBUE YrHETEHMs!
aKTUBHOCTW ranypoHuaasbl), TOPMO3UT BbICBOBOXAEHNE
1 ycKOpsieT AerpafaLmio ructaMmmHa, yrHetaet obpasosa-
HWe NpocTarnaHAnHOB ¥ ApYrMx MeanmaTopoBs BoCTaneHms
1 annepruyeckunx peakumn.

[MpoTenHoreHHble aMUHOKUCNOTbI MPOJIVH, NIU3WH U rMu-
LIVH BXOASAT B COCTaB OCHOBHbIX 6EMKOB MEXKNETOUYHOro
MaTpuKCa COEANHUTENBHON TKaHW.

MuumnH perynupyet obMeH BeLLECTB, BXOAUT B aMUHO-
KWCNOTHBIN COCTaB KomnnareHa.

MponuH yyacTByeT B NPOM3BOACTBE KomnnareHa, Heob-
XOAUM ANSi NOAAEPXaHWs B HOPMaribHOM COCTOSIHUM
COEAVHUTENBHON TKaHW.

JInavH B KaYecTBe He3aMEHUMOW aMWHOKWUCHOTbI BXO-
[VT B COCTaB npakTuyecky niobbix 6enkos, y4acTByeT B
pocTe 1 BOCCTaHOBIIEHWM TKAHEN.

MNoka3aHus K NPMMEHEeHMIo

Cmomamoroausi U Xupypau4deckasi Cmomamosoausi:

1. XpoHu4eckne rmHrimBuTbI (NOCNe CHATUSA OCTPbIX BOC-
nanuTenbHbIX ABNEHUI).

2. MpocTble U CMOXHblE XPOHWUYECKUE NEePUOLOHTUTHI
(NapogoHTUTHI).

3. Peueccus gecHeBoro kpasi.

4.Tlocne onepauunin Ha anbBEONSAPHLIX OTPOCTKAX (pe3ek-
LSt BepXyLLKM 3y6a, LMCTIKTOMMUS], 3aKPbITUE AECHEBbIX
peLeccuid, OTKPbITHIV KIOpPeTax, NIOCKYTHbIE onepauuu,
[eHTanbHasi UMMNMaHTauusi, 3CTeTMYEcKasi KOpPeKums
[leCHeBOro kpas).

YenrocmHo-nuyesas xupypausi:

1. [ereHepatuBHo-gucTpodmyeckne 3abonesaHns Bu-
COYHO-HWKHEYentocTHoro cyctasa (BHYC).

2. BHyTpeHHue HapyweHus BHYC:

— XPOHWUYECKUIA, NPUBbIYHBINA BbiBUX BHYC;

— MOABBIBMX, PeLMONBUPYIOLLNIA/XPOHNYECKUIA BbIBUX
CYCTaBHOTO ANCKa;

— XPOHWUYECKMIA BbIBUX CYCTaBHON rONOBKU, B T.4. C NOA-
BbIBUXOM CYCTaBHOIO [MCKa;

— BTOPWUYHBIN OCTE0APTPO3.

3. TpaBmaTnyeckune apTpuThbl.

4. CocTosiHMS nocre XMPYPrnyecknx BMeLLaTenbCTB Ha
BHYC.

MpoTuBonokasaHus

1. OcTpble BocnanuTenbHble HakTepuanbHble 1 BUPYC-
Hble 3aboneBaHWs YentoCTHO-NNLEBON obnacTu.

2. Hannyve B aHamHe3e ayTOMMMYHHbIX 3a6oneBaHui
VNN NpoBeAeHNe ayTOMMMYHHO Tepanuu.

3. XpoHuyeckune 3abonesaHusi B ctagum o6ocTpeHns v
AeKkomneHcauum.

4. Ilnxopago4yHoe COCTOsIHME.

5. loBbilWEeHHass YyBCTBUTENIbHOCTb K KOMMOHEHTaM
maTepuvana.

6. bepeMeHHOCTb 1 NakTaums.

7. Bospact meHee 18 ner.

Mepbl NpeaocTopoXXHOCTU

CnepyeT cobntogatb CaHUTapHO-3NMAEMUONornyeckne
TpeboBaHUA NpU NPOBEAEHUN MHBA3WBHBLIX Npoueayp,
Tak Kak BO3MOXeEH pUCK MHDULIMPOBaHWS.

O6nactn Beeaenus TMANPUMAMEP®-02 geHtan He
cnefyeT noaeepraTte MHTEHCUBHOMY HarpeBaHuio Unu
CUMBHOMY OXITaXAEHWIO.

He npoBeaeHo nccnenoBaHuin NocneacTBuiA BBeAEHNS
TMATTPUNAVEP®-02 feHTan xeHLMHaM Bo Bpemsi be-
PEMEHHOCTU U NaKTauuu, a Takke AeTsaM.

Cnoco6 npumeHeHns

B mepanesmuyeckoli cmomamonoauu:
TUAJIPUMAMEP®-02 feHtan BBOAST JOKarbHO B MEpexos-
HylO CKnagky NpenaBepuwsi MOMoCTV pTa, e UMeeTcsl noa-
CNM3UCTLINA CTIOW: HA BEPXHEW YEMNOCTU — HECKOMBKO BhbilLie
NPOEKLMM BEPXYLLIEK 3yOOB, HA HUKHEN — HECKOITBKO HIKE ee.
Bo Bpems MHBbEKUMM LWNPUL, AepXaT B NPaBoii pyke Tpemst
nanbLamu (B BUAE «nucyero nepar) Tak, Ytobbl 6onbLuon
nanev, pyku cBob6oAHo AocTasan [0 KOHL@ MOPLUHS Wrpu-
ua. Urny BBOAAT noa yrnom 45° k KOCTU anbBeonspHOro
OTpOCTKA MOZ, CIU3UCTYI0 06OMOUKY NepexofHON CKnaakv

CKOCOM K KOCTW, BOMbLLON naneL, pacnonaraeTcs Ha nopLu-
He. lMonHbIn 06bem wnpuua 0,5 mn pacnpepensieTcs Ha
e nopumu no 0,25 Mn (Ha BEPXHIOK 1 HUXKHIOKO YENoCTb)
1 PaBHOMOPLIMOHHO pacnpefensietcs Ha 6 Touek BepxHen
N 6 TOYEK HUMXKHEN YentocTu.

PekomeHOyeMbiIl KypcC:

4 npouenypbl no cxeme: 0-it AeHb, Yepes 18-21 OeHb,
3 mecsua, 1 roa.

B xupypau4eckoll cmomamonoauu:

TMANPUMAMEP®-02 peHTan BBOAMTCS/3aKnaabiBaeTcs
HEeMNocpefCcTBEHHO B NMyHKY yAaneHHoro 3y6a.

Mpu npouenypax otbenusaHws 3y6oB ANs yCKOPEHUs
NPOLIECCOB  3aXMBMNEHNS TMANPUNAMEP®-02 pexTan
NpMMEHsIeTCA annnyKaLyoHHO Nog kanmy.

BabonesaHusi 8UCOYHO-HUXXHEYETIOCMHO20 cycmaea:

Mpun 3abonesaHusx BHUYC npumensetcs BHyTpucycTaB-
Hoe BBeaeHue matepuana M’ANPUMAVEP®-02 peHtan.
Wrnbi: 0,26x12 mm (31G).

BHumaHwme!

[ns abdeKTMBHOrO pesynsrata NevyeHust YpeaBblvaiHo
BaXKHO MPaBMITbHO BbIMOMHWTL MHBEKUMIO. BBeaeHne M-
ANPUMNAMEP®-02 peHTan MoryT BbIMOMHSATL TOMBKO Crie-
LManucTbl, UMetoLLVe Ha 3TO pa3peLLeHie B COOTBETCTBUM
C MECTHbIM 3aKOHOAATENbLCTBOM.

000 «Jlabopatopuss TOCKAHW» He HeceT OTBETCTBEH-
HOCTU 3a NOCNEACTBUSA HENpaBUIbHOMO KCMOMb30BaHUA
TMATNPUMAVEP®-02 peHTan.

No6ou4Hble achdekTbI

Mocne npumerenns TMANPUMAMEP®-02 aentan mo-
ryT BO3HWUKHYTb peakLum, XapakTepHble Ans NobbIX UH-
Ba3MBHbIX Npoueayp: NoKpacHeHue, oTek, 3yd, nerkas
KPOBOTOUMBOCTb, DONE3HEHHOCTb U M3MEHeHne LBeTa
CMU3NCTON B MECTe WHBEKUMW. [JaHHble SIBNEHUS cuu-
TalTCA HOPMasbHLIMU AN UHBEKLMOHHbIX NMpoLeayp 1
NpoxoAsT caMmocTonTenbHO. B pekux cnyvasix BO3MOX-
Hbl JIOKarnbHble BTOPUYHbIE sIBNeHUs: 6onu, oLylleHve
Tenna, annepruyeckne peakuun. Passutue rpaHynem,
HeKkpo3a nocrne BBEAEHNUS TMANPUNAMEP®-02 neHTtan
[0 HacToSALLEero BpeMeHn He Habnoganock.

O HexenartenbHbIX SIBNEHUsIX criedyeT coobliaTb MecT-
HbIM npeacTasutenam OO0 «Jlabopatopus TOCKAH».

B3aumogeicTBue ¢ ApYrMMY MEOVLIMHCKUMUY U3OeNUAMN
Ha cerogHAWHWA OeHb HET CBEAEHWIA OTHOCUTENbHO
HecoBmecTumocTu TMANIPUNAVEP®-02 pexTan c apy-
MU pacTBopamu Ans UCNosb30BaHWs B CTOMAToNorum
1 YenCTHO-NMLEBOW XUPYPIUN.

Linpuu, urna n ocTaTtok HEMCNoNbL30BaHHOIO Marte-
pvana nocre BbINONMHEHUA NpoueaAypbl noanexar
HemeAneHHOW yTunusauuu.

®dopma nocTaBKu

TMANPUMAMEP®-02 neHTan nocTaBnseTcs B CTEKNsH-
HOM wnpuue ¢ Luer-Lock HakoHeyHukom no 0,5 mn.
Copepxumoe cTepunuaoBaHo. Haknerika gns npukpen-
NeHVst K MeOMLUMHCKON KapToyKe naumeHTa BroXeHa B
3anevataHHbIl 6rimctep. OTy ITUKETKY criegyeT npu-
KpenuTb K MeaMLMHCKOW KapToyke nauuneHTa ansa obec-
neyvyeHns BO3MOXHOCTW AeHTUUKaumm matepmana.

YcnoBus 1 CPOKU XpaHeHUs

XpaHuTb B 3aLLMLLIEHHOM OT COITHEYHOrO CBETa MecTe npu
Temneparype ot +5 go +15 °C. He 3amopaxwBatb. He
MCMOmnb30BaTh MO UCTEYEHWUN YKa3aHHOTO CpoKa roAHOCTY.

HE NMPUMEHATbL U3OENUE C NMOBPEXAEHHON
YMNAKOBKOW!

UsrotoButens

na6opartopus

L. TOCKAHU

000 “Na6opaTtopua TOCKAHWU”, Poccusa
111123, Mockga, yn. 2-s Bnagumupckas, g. 12, kopn. 3

Ten.: +7 (495) 280 80 16, info@toskani.ru

CuMBOnbI HAa yNnakoBKe

OcTopoxHo!
O6patnTech

K MHCTPYKLK
no NPUMEHeHno

3anpet Ha NoBTOpHOE

® >
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- Kop cepun

CTepunusaums napom
WUIU CYXUM 5Kapom

He ncnonb3oBatb
npu NoBpexaeHun
ynakoBKM



DENTAL

HYALREPAIR®-02 dental

Sterile hydrous gel material based on modified
hyaluronic acid

Total content of sodium hyaluronate — 1.4 %
Usage instruction

Ingredients

Sodium hyaluronate, copolymer of sodium hyaluronate
with magnesium ascorbylphosphate, L-proline, L-lysine
hydrochloride, glycine, sodium chloride, phosphate
buffer, water for injections.

Description

HYALREPAIR®-02 dental is a transparent, colorless,
slightly jelly-like substance, supplied in a glass syringe.
Contains a unique form of high-purity modified
hyaluronic acid obtained by bacterial fermentation
with addition of sodium hyaluronate copolymer with
magnesium ascorbylphosphate, L-proline, L-lysine and
glycine.

Mechanism of action

HYALREPAIR®-02 dental creates optimum
environment for normal functioning of fibroblasts
which are responsible for synthesis and secretion of
intercellular matrix proteins (collagen, elastin) and
mucopolysaccharides.

Hyaluronic acid (hyaluronan) is a natural component
of human connective tissue. It participates in transport
and distribution of water in tissues, determines barrier
and protective functions of intercellular space, improves
connective tissue elasticity and turgor, normalizes its
moisture content and improves wound healing.
Hyaluronic acid in form of a copolymer in
HYALREPAIR®-02 dental effects targeted delivery of
ascorbic acid, L-proline, L-lysine and glycine to cells.
Ascorbic acid is a powerful antioxidant, regulates
hydrogen ions transport in a many of biochemical
reactions, improves utilization of glucose in tricarboxylic
acid cycle, participates in synthesis of collagen
and procollagen, regeneration of tissues. Ascorbic
acid contributes to maintenance of colloidal state of
intercellular substance and normal capillary permeability
(due to inhibition of hyaluronidase activity), inhibits the
release and accelerates the degradation of histamine,
suppresses the production of prostaglandins and other
mediators of inflammation and allergic reactions.
Proteinogenic amino acids such as glycine, proline
and lysine are constituents of main proteins of a part of
intercellular matrix of connective tissue.

Glycine regulates metabolic processes and is an
irreplaceable composition of collagen.

Proline participates in the synthesis of collagen and is
necessary for maintenance of connective tissues.
Lysine, as an essential amino acid, is a constituent
of virtually all proteins, participates in growth and
regeneration of tissue.

Indications for use

Dentistry and dental surgery:

1. Chronic gingivitis (after
inflammation).

2. Simple and complex chronic periodontitis.

3. Recession of the gum margin.

4. After operations on the alveolar processes (resection
of the tooth, cystectomy, closure of gingival recessions,
open curettage, flap operations, dental implants,
cosmetic correction of the gingival margin).
Macxillofacial surgery:

1. Degenerative and dystrophic diseases of the
temporomandibular joint (TMJ).

2. Internal TMJ disorders:

— chronic, habitual dislocation of TMJ;

— subluxation, recurrent/chronic dislocation of articular
disk;

— chronic dislocation of the head of mandible, including
subluxation of articular disk;

— secondary osteoarthrosis.

3. Traumatic arthritis.

4. Conditions after surgical interventions on the TMJ.

removal of acute

Contraindications

1. Acute inflammatory bacterial and viral diseases of the
maxillofacial area.

2. Anamnesis of autoimmune diseases or current
autoimmune therapy.

3. Chronic diseases in acute and decompensation
stages.

4. Febrile state.

5. Hypersensitivity towards material components.

6. Pregnancy and lactation.

7. Age under 18 years.

Precautions

Sanitary and epidemiologic code should be observed
while carrying out all invasive procedures to avoid the
risk of contamination.

Do not expose areas of injection of HYALREPAIR®-02
dental to intense heat and cool.

There have been no investigations done on the results
of HYALREPAIR®-02 dental injections to women during
pregnancy and lactation and children.

Administration method

In preventive dentistry:

HYALREPAIR®-02 dental has to be injected locally into
the transitional fold in the vestibule of an oral cavity
where the submucosal layer is present: on the upper
jaw — somewhat higher than the projection of dental
apices is present; on the lower jaw — slightly below it.
During the injection syringe is placed in the right hand
using three fingers (like a pen) so that the thumb
reaches the end of the plunger of a syringe. The needle

is inserted at an angle of 45° to the alveolar bone
under the mucous membrane of the transitional folds,
the bevel placed toward the bone, the thumb is on the
plunger. The total syringe volume of 0.5 ml is divided
into two portions by 0.25 ml (for the upper and lower
jaw) and equally distributes to 6 points of the upper jaw
and 6 points of the lower jaw.

Recommended course:

4 procedures as follows: day 0 (zero), after 18-21 days,
3 months, 1 year.

In dental surgery:

HYALREPAIR®-02 dental is injected/placed directly into
the socket of a removed tooth.

In cases of teeth whitening procedures - to accelerate
the reparation processes HYALREPAIR®-02 dental is
applied under the tray.

Temporomandibular joint disorders:

In case of TMJ disorders the intra-articular injection of
HYALREPAIR®-02 dental is used.

Needles: 0.26x12 mm (31G).

Attention!

To achieve an effective result of the treatment it is vitally
important to perform the injection correctly. The injection
of HYALREPAIR®-02 dental may be performed only by
professionals having a special permission according to
the local regulations.

“TOSKANI Laboratory” LLC does not take responsibility
for the consequences of the incorrect use of
HYALREPAIR®-02 dental.

Side effects

Usage of HYALREPAIR®-02 dental can cause reactions
typical for all invasive procedures: erythema, edema,
itch, slight bleeding, tenderness or change of the colour
of mucosa in the place of injection. These symptoms
are common after injection procedures and subside
by themselves. In rare cases secondary local events
are possible, such as pain, feeling of warmth, allergic
reactions.

Cases of granulomas and necrosis development
after HYALREPAIR®-02 dental injection has not been
registered.

Undesirable effects should be reported to
representatives of “TOSKANI Laboratory” LLC.

local

Interaction with other medical devices

No date concerning interaction of HYALREPAIR®-02
dental with other formulations for use in dentistry and
maxillofacial surgery.

The syringe, the needle and the remaining unused
material should be disposed of immediately after
the procedure.

How supplied

0.5 ml of HYALREPAIR®-02 dental is supplied in a
glass syringe with Luer-Lock tip. The injection content
is sterile. An adhesive label to be applied to a patient’s
case history is enclosed in a sealed blister. Apply this
label to a patient’s case history to ensure future

Storage terms and shelf life

Store in a place protected from sunlight at the
temperature between +5 and +15 °C. Do not freeze.
Do not use after expiration of indicated shelf life.

DO NOT USE THE PRODUCT IF PACKAGING IS
DAMAGED!

Manufacturer

na6opatopus

L. TOCKAHU

“TOSKANI Laboratory” LLC, Russia
2nd Vladimirskaya Street, 12, bldg 3, Moscow, 111123
tel.: +7 (495) 280 80 16, info@toskani.ru

Symbols on the package

Caution! Consult
instructions for use

Do not reuse

® >

15°C
Temperature limitation

(3]
o
(2]

Do not resterilize

Batch code

g 0@

Use by date

Sterilized using steam
or dry heat

Do not use if package
is damaged

)



