DEJALE BIOREVITALIZING HYALURONICACID 40 mg IT

ISTRUZIONI PER L'USO

DESCRIZIONE: DEJALE & un gel intradermico sterile, biodegradabile e isotonico. DEJALE consiste in un acido
faluronico a medio peso molecolare (1,0-1,5 x 106 Dalton), prodotto da hatteri Streptococcus equi, formulato ad una
concentrazione di 40 mg/2 ml in un tampone fisiologico. Ciascuna scatola contiene una siringa di DEJALE, due aghi
sterili monouso da 306 12', destinati allniezione di DEJALE, e un foglio llustrativo. Sono presenti due etichette che
tiportano il numero del lotto. Una di queste etichette va applicata sulla cartella dlinica del paziente e Ialtra va
consegnata al paziente per garantire la tracciabilita.

(COMPOSIZIONE: 20 mg/ml di sodio ialuronato, sodio cloruro, sodio fosfato monobasico biidrato, sodio fosfato
bibasico dodecaidrato, acqua p.p.i. Una siringa contiene 2,0 ml di gel apirogeno, sterilizzato con calore umido.

INDI(AZIOMI DEIALE e ge\ sterile |ntradermw(u riassorbibile destinato ad essere utilizzato per correggere
odiate lesioni degenerative.

CRITERI DI ESCLUSIONE: Non usare DEJALE in: pazienti che tendono a sviluppare cicatrici ipertrofiche, pazienti con
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allaido ialuronico, donne in gravidanza o che allattano, pazienti di eta inferiore a 18 anni. Trattare con DEJALE i
pazienti in terapia con anticoagulanti o con antiaggreganti soltanto dopo aver consultato il medico curante. Non
usare DEJALE in aree che presentano processi cutanei infiammatori e/o infettivi (es. acne, herpes, ecc). Non usare
DEJALE in associazione a laserterapia, peeling chimico o dermoabrasione.

PRECAUZIONI PER L'USO: DEJALE & indicato esclusivamente per iniezion intradermiche. £ possibie pretrattare le
pe\h senslblh a (reme 0 (emm ad azione anestetia \ntale Siricordi che Ianestesia pud causare arrossamento o

c i dati cli 3 Iliniezione di DEJALE in un'area che @ st
gia trattata con un altro f\llev E ne(essavm mfcvrnave i panentl dinon apph(ave prodotti cosmetici per 12 ore dopo
Iiniezione e di t iraggi UV, né di 0 bagni turchi per
una settimana dopo Tinizione. S Iago & ostruito, non aumenlave la pressione sullasta dello stantuffo, ma
interrompere [ niezione e sostituire Iago. Non eseguire Iniezione nei vasi sanguigni. Non iniettare DEJALE in ossa,
tendini, legamenti o muscoli. Non iniettare DEJALE nei nevi (nei). Dopo I'uso, smaltire a siringa e il prodotto
rimanente. Non utilizare se la confezione & danneggata.

INTERAZIONI CON ALTRI AGENTI: Esistono incompatibilta tra il sodio ialuronato e i composti di ammonio
quaternario, quali le soluzioni di benzalconio dloruro. Evitare quindi il contatto tra DEJALE e queste sostanze o
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EFFETTI COLLATERALI INDESIDERATI: £ io chei mediciinformino i i lieffetti collaterali
e/o incompatibilta assonan a\llmp\amn m questo dlspnsltwn che possnno venﬁ(am immediatamente dopo il

- Reazioni infiammatorie (es. rossore, edema, eritema, ecc) che passnno essere associate a prurito e dolore alla
pressione dopo fniezione; queste reazioni possono durare per una settimana.

- Indurimenti o noduli in corrispondenza del sito di iniezione, specialmente in casi di posizionamento troppo
superficiale.

- Alterazione di colore del sito di iniezione.

- Effetto insufficiente se DEJALE & iniettato in maniera scorretta.

| pazienti devono informare tempestivamente il medico qualora si manifestino reazioni infiammatorie che durano
per il di una settimana o eventuali altri effetti secondari, affinché possano essere trattati nella maniera pi
adeguata. Eventuali altr effetti collaterali indesiderati associati alliniezione di DEJALE devono essere riferti al
distributore e/o al produttore.

METODI D'USO: DEJALE nella pelle disinfettata, sana e che non presentaii ioni. La tecnica usata @
fondamentale peril successo del trattamento. l di dico, quindi, d {l i ¢
medic che possiedono un addestramento spenﬁm nella tecnica di i |mezmne Prima delliniezione, disinfettare

accuratamente area da trattare. Usare ago 30614 in dotazi [ I pplicandola
tecnica di iniezione appropriata. Assemblare la siringa seguendn le mdl(azmm sotto riportate. Inetare DEALE 2
temperatura ambiente ed in condizioni di asepsi. | DEJALE pervia intradermica con tecnica lineare 0 a

micropomfi (picotage) a livello medio-profondo. La quantita iniettata dipende dalla ruga o depressione da
correggere. Dopo iniezione, il medico pud esercitare un leggero massaggio per distribuire uniformemente il
prodotto. Si consigia di eﬂettuare un ﬂdo niziale di tre sedute ditrattamento, ad intervalli di una settimana I'una
dallaltra, sequi il d

AVVERTENZE: Prima dell‘uso, verificare lintegrita della siringa e la data di scadenza. Non utilizzare aghi o siringhe
diversi da quelli forniti dal produttore. Non riutilizzare; la qualita e la sterilta sono garantite soltanto se la siringa &
stata sigillata alforigine. Il iutilizzo del prodotto comporta il potenziale rischio di infezioni a carico del paziente o
delloperatore. Non riterilizzare. Dopo I'uso, smaltire ago in idoneo contenitore.

CONSERVAZIONE: Conservare DEJALE a 2-25°C (36-77°F) in un luogo asciutto nella scatola originale. Proteqgere
dalla luce, dal calore e dal gelo e maneggiare con cura.

DEJALE BIOREVITALIZING HYALURONICACID 40 mg EN

INSTRUCTIONS FOR USE

DESCRIPTION: DEJALE is a sterile, biodegradable, isotonic, intradermal gel. DEJALE consists of medium chain
(1.0-1.5.x 106 Dalton) hyaluronic acid, obtained from Streptococcus equi bacteria, formulated to a concentration of
20 mg/mlin a physiologic buffer. Each box contains one syringe of DEJALE, two 306 14" disposable sterile needles
reserved for injection of DEJALE and a product leaflet. A set of two labels showing the batch number is contained in
the box. One of these labels should be attached to the patient's file and the other should be given to the patient to
ensure traceability.

(COMPOSITION: Sodium hyal 40mg/2ml, sodium chloride, sodium dihyd hosphate dihydrate, dibasic
sodium phosphate dodecahydrate, WFI grade water. One syringe contains 2.0 ml of non-pyrogenic el sterilised
using moist heath.

INDICATIONS: DEJALE s bable serile intradermal gel intended to be used to correct imperfections of the skin
contour associated with aging or degenerative lesions.

EXCLUSION CRITERIA: DEJALE must not be used in: patients who tend to develop hypertrophic scarring, patients
with a history of autoimmune disease or who are re(ewing immune therapy, patients who are known to be

DEJALE BIOREVITALIZING HYALURONICACID 40 mg FR

INDICATIONS D'UTILISATION

DESCRIPTION: DEJALE est un gel intradermique stérile, biodégradable et isotonique. DEJALE se compose d‘un acide
hyaluronique de poids moléculaire moyen (1,0-1,5 x 106 Dalton), produit par les bactéries Streptococcus equi,
formulé a une concentration de 40 mg/2 ml dans un tampon physiologique. Chaque boite contient une seringue de
DEJALE, deux aiguilles stériles a usage unique de type 306 14", destinées a linjection de DEJALE, et une notice. Ilya
deu étiquettes qui indiquent le numéro de lot. L'une de ces étiquettes doit étre collée sur le dossier médical du
patient et autre doit étre remise au patient a des fins de tragabilité.

COMPOSITION: ZO mg/m\ de hya\umnate de sodlum (hlmuve de sodlum, phosphate de sodium monobasique
dihydraté, phosphate d iq ¢, eau ppi. Une seringue contient 2,0 ml de gel apyrogeéne,

INDICATIONS: DEJALE est un gel intradermique résorbable stérile destiné a étre utilisé pour corriger les
imperfections du contour de la peau lides au vieilissement ou a des ésions dégénératives.

CRITERES D'EXCLUSION: Ne pas utlser DEJALE dans s cas suivants : es patients qui ont tendance a développer
des cicatrices hypertrophiques, les patients atteints d'une maladie auto-immune a fanamnése ou qui suivent une

hypersensitive to hyaluronic acid, pregnant or 18 years of age. thérapie immunitaire, les patients pvésentam une hypersensibilité connue & Iacide hyaluronique, les femmes
patients or patients receiving platelet aggregation mhlbnmnhould ot be treated with D[JALE wnhuul consulting en(emtes o al\a\tantex les patients agés de moins de 18 ans. On ne peut traiter les patients sous traitement
their doctors. DEJALE must not be used g o avec I)EJALE quapres avmv mnsulle le mede(m Ivallam Ne pas utiliser DEIALE
acne, herpes ....). DEJALE must not be used in association with laser therapy, ling or dermaby dans e b d le acné, herpés, etc).Ne

pas utiliser DEJALE en asodation avecune thérapie au faser, un peeling chimique ou une dermabrasion.
PRECAUTIONS FOR USE: DEJALE is only indicated for i injecti kin may b

aloal anaeslhetl( pat(h or cream. Please note that any anaesthesia may cause redness or local hypelsensltlwly
finical data (efficiency, tol injecting DEJALE into an area which has already been
treated with another filing product. Patients should be advised not to apply any make-up for 12 hours after the
injection and to avoid prolonged exposure to sunlight and UV or using saunas or Turkish baths for one week after the
injection. If the needleis blocked, do not increase the pressure on the plunger rod but stop the injection and replace
the needle. Do not nject into blood vessels. Do not use DEJALE in bones, tendons, ligaments or muscles. Do not inject
DEJALE into naevi. Discard the syringe and remaining product after use. Do not use if packaging has been damaged.

Ther

INTERACTIONS WITH OTHER AGENTS: There are incompatibilities between sodium hyaluronate and quatemary
ammonium compounds such as benzalkonium chloride solutions. Therefore DEJALE should never be placed in

contact with these substances or with medical-surgical instruments that have been in contact with these substances.

UNDESIRED SIDE EFFECTS: Physicians must inform the patient that there are potential side effects and/or
incompatibilities associated with the implantation of this device, which may occur immediately or may be delayed.
These include (non-exhaustive list):

- Inflammatory reactions (e.g. redness, oedema, erythema . .) which may be associated with itching and pain on
pressure after the injection.

These reactions may last for a week.

- Indurations or nodules at the injection site espedially in cases of too superficial placement.

- Discolouration of the injection site.

- Poor effect if DEJALE i injected incorrectly.

Patients must inform their physician as soon as possible about any inflammatory reactions which persist for more
than one week or any other secondary effect which develops. The physician should treat these as appropriate. Any
other undesirable side effects associated with the injection of DEJALE must be reported to the distributor and/or to
the manufacturer.

METHODS OF USE: DEJALE must be injected into non-inflamed, disinfected, healthy skin. The technique used is
essential for the success of the treatment. Therefore this device must only be used by doctors who have received
specific training on the injection technique. The area to be treated should be disinfected thoroughly prior to the
injection. Use the 30G %" needle which is provided with the syringe and inject slowly by applying the appropriate
injection technique. Inject DEJALE at room temperature and with strict asepsis conditions. Inject DEJALE
intradermally with a linear technique or with picotage at a medium deep level. The amount ijected will depend on
the wnnkle or depressmn which isto be corrected. After the injection, doctors may apply a light massage inorderto
itial essions at one week

tuniformly. An

followed if necessary by ly

WARNINGS: Verify the integrity of the syringe and the expiry date before use. Do not use any other needle or syringe
than provided by the manufacturer. Do not re-use; quality and steriity can only be guaranteed for an originally
closed syringe. The Te- use of the pmdu(t creates a potential infection risk for patients or users. Do not re-sterilse.
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STORAGE: Store DEJALE at 2-25°C (36-77°F)in a dry place in the original box. Protect from light, heat and frost and
handle with care.

PRECAUTIONS D'UTILISATION: DEJALE est indiqué uniquement pour les njections intradermiques. Il est possible
de prétraiter la peau sensible avec des cremes ou des patchs anesthésiques locaux. Il ne faut pas oublier que
I'anesthésie peut provoquer une fougeur locale ou une hypersenswhlhte 11y a pas de données (Imlques (efficacite,
tolérance) sur Iinjection de DEJALE: itée avecun autre filler. Il est nécessaire dinfi

les patients de ne pas appliquer de produits msmethues ‘pendant 12 heures apres linjection et d'éviter I exposmon
prolongée au soleil et aux rayons UV, les saunas ou ine quisuit injection. Si Faiguille est
bouchée, I ne faut pas augmenter la pression sur a tige du piston, mais arréter lnjection et remplacer [aiguille. Ne
pasinjecter Ne pasinjecter DEJALE dans es os, les tendons, es i

Ne pas injecter DEJALE dans les nerfs. Apres utilisation, il faut jeter la seringue et le produit restant. Ne pas utiliser si
[emballage est endommage.

INTERACTIONS AVEC D'AUTRES AGENTS: Il existe des incompatibiltés entre I'yaluronate de sodium et les
composés dammonium quaternaire, comme les solutions de chlorure de benzalkonium. Il faut donc éviter tout
contact entre DEJALE et ces substances ou des instruments médico-chirurgicaux ayant été en contact avec ces
substances.

EFFETS SECONDAIRES INDESIRABLES: édecir P
et/ou des incompatibiltés liges & implantation de ce dispositif, qui peuvent survenir immédiatement aprés le
traitement ou plus tard, a savoir (1a lste n'est pas exhaustive):

Rea(tlons inflammatoires (par exemple fougeur, mdeme erytheme etc) qui peuvem étre associées a des

ta des doul durer une semaine.

- Indurations ou nodules au site d m|ertmn en particulier en cas de positionnement trop superficiel.

- Décoloration au niveau du site de [injection.

- ffet insuffisant si DEJALE est mal injecté.
Les pat\ems dmvent informer rapldement leur médecin en cas de réactions inflammatoires qui durent plus d‘une

s, afin quil étre traités de la maniere la plus adaptée. Tout autre effet

secondaire indésirable associé a \mmmn deDEIALE doitéte signalé au distributeur et/ou aufabriant,

mer

METHODES D'UTILISATION: Injecter DEJALE sous une peau deésinfectée, saine et sans inflammation. La technique
utilsée est cruciale pour [a réussite du traitement. Le dispositif médical doit donc étre utilisé exclusivement par des
médecins ayant requ une formation spécifique en technique dinjection. Avant linjection, il faut désinfecter
soigneusement a zone a taiter. Utiliser [aiguille 30 5" fournie avec a seringue et ijecter lentement le produit en
appliquant la technique dinjection appropriée. Il faut assembler la seringue en suivant les instructions ci-dessous.
Injecter DEJALE & température ambiante et dans des conditions d'aseptie absolue. Injecter DEJALE par voie
intradermique avec une technique linéaire ou micropompe (picotage) a un niveau moyen-profond. La quantité
injectée dépend de la ride ou de la dépression a corriger. Aprés linjection, le médecin peut procéder a un massage
doux pour répartir le produit uniformément. Il est conseillé d'effectuer un premier cycle de trois séances de
traitement, en les espagant par exemple d'une semaine et de les faire suivre éventuellement de séances dentretien
chaque mois.

'MISES EN GARDE: Avant utilsation, il faut vérifier Iintégrité de la seringue et [a date de péremption. Il ne faut pas
utiliser des aiquilles ou des seringues autres que celles fournies par le fabricant. Ne pas les réutilser; la qualité et la
stérilté ne sont garanties que si la seringue a été scellée a lorigine. La réutilisation du produit entraine le risque
potentiel d mfe(tmns aﬁmant le patient ou nperateur

ilisation, il faut jeter [aiguille d

prévu a ceteffet.

CONSERVATION: Conserver DEJALE & 2-25 °C (36-77 °F) dans un endroit sec dans sa boite dorigine. Protéger de la
umiére, dela chaleur et du gel et manipuler avec précaution.

DEJALE HYALURONICACID BIOREVITALIZING 40 mg EL

OAHTIEE XPHEHE

MEPIFPAH: To DEJALE efvar pua anogteipupu, Bmﬁmﬂnu‘mzvq Kat 1ootovik YéNn yia evBoSeppika xprion.
DEJALE amoteheitat and uahoupovik €0 umou uopwmu Bapou( (1,0-1,5 x 106 Dahon) Mapdyerar amo
Bakripia equi iBeatumé T popgr} 0 Slahoyatog o€ 40mg/ 2ml.
Kdfe ouokevaoia nsp\:xﬂ i odptyya DEJALE, 6o amootelpupéveg Bz)\nvzc piag qunqc 306%" " ylaTvéyxuon
Tou DEJALE, kat éva giMo 05I]VIU)V qunqc NariBevrar 0o enéteg otic omoies avaypdgeral o apxﬂuoc
napntiac Hyiaex v éuo ETIKETWY npam va smxoqua otV lmpmo @dkeho Tou aoBevolc katn A mpénet

aoBevi) mpokeliévou va dlaogy |

ZYNOEZH 20 mg/ml ua)\oupowxou vmplou x)\wplouxo vmplo diévuBpo povoBaaikd Guagopiko vatplo,
Baatko puagopiko vaplo, evéaiyio USwp Mia oupyya mepiéyet 2,0 ml pr mupeoydvou yéNn,
anooTEIPWUEVG e Vypr BeppoTra.

ENAEIZEIZ: To DEJALE évar pia Brodiaomidyevn yéhn zvﬁoﬁspuu(qg Aprong nou npnnp\lﬂm yia Siopbuon
Tov aTehetdv Tou Tou Gépyiatog mou o; JE T yiipavon 1 kg haBec.

KPITHPIA ANOKAEIZMOY: To DEJALE 8ev mpémet va ypnotomoteirat: amo aoBeveic Twv onoiw To Sépyia telvel
Va Qvamtooel umepTpogIkéS oubéc, amo aoBeveic yie toTopiko autodvoon vogou  mou umoBaMovrar o
avoooBepaneia, ano uueevzi( e oot unipzunmﬂnﬂia U] uu)\oupovmd €0, ano kuopopoioe 1
Bnku(ounc( yuvaikeg, ano uuezvzl( KATW TV 18 TV Ennpmcrm n xupnvnun Tou DEJALE o aoBeveic mou

€ QVTIMKTIKA Yuyf uovo Katomy i€ Tov Bepdnovra latpo
IOI.'( Anuvopxuam 1 &papyioy Tou DEJALE mepioyéc Tou szumoc ov napouma(nuv Q)M\IUOVE( ifkat
p6hovon) (. uxun épmg k.Ar.). To DEJALE Sev mpénetva Milep,
Bepaneiec xnuin anohémong A Seppoanoean.

MPOOYAAZEIL KATA TH XPHEH: To DEJALE evdeikvutat povoyia svﬁobtpumé( evéaelc, Yndpyetn Suvarotta
poetoiyaoiag Ty evaloBTay Tomuv Séppato e Tomikéc avaioBikég kpépe  embéara. Jnpewtéo
avmaenmu mopei va mpokahéoe! Tom epupotTa i fo. Bev undpgow Khwikd dojiéva (o00v
gopd TV anoteheapianikdTiTa, T avoy) yia mv £yyuon Tou DEJALE oe pia nsploxl] mov zx& 116 unoBhnBel
ot Bepaneia pe o mhnpwriko. Mpémet va evnepoete Toug aoBeveic 6Tt anayopedetal n ypron kaNvTiKGY
TpOiOVT Yia 12 (peC jiend T éyyuan, Tt oUVIOTATal va anogebyeral 1 napatetaévn ékean oty nhiak
umvn[}n)\[n KatTig akiveg UV, kaBag eniong kat  ypron adowag i Yaudy yi pia eBbopada erd v éyyuon.
Le nepinwon anowpﬂ&m e Bihovug v avfoere TV THEOr 0w QOKERTe To £iBodo, um Emmum mw

1 Pehova. Anayopebera éyyuon oe aipogdpa ay 1 éyyuon oo
DEJME 0€ 00Td, chovm, auvbéapoug f pug. AII(IVOpEUéTﬂI 1) éyyuon Tou DEJALE ot omidoug (ehéc). Metd
Xprian, anoppiyte ) aupiyya kat To evanopeivay mpaiov. Na v xpnotyooteftat edv n ouokevaoia ival
KATEOTpappEVN.

ANHAENIAPAZH ME ANOYE MAPATONTEE: VWlUmeI uauuBummﬁ( petagd o vahoupovikod varpwu
KOOV EVGOELY TETaprOevol appavion, b T Enopévaag, avviotdtal
va anogedyetat ) enagn Tou DEJALE pie autéq Tig ouoie f e 1aTpIKd Kat yetpoupyikd epyaeia mou épyovral oe
€NaQi e TIg €0 Ay ouoieg.

ANENIOYMHTEE ENEPIEIEL: Ot tatpoi mpémel va evpepivouv Toug aoBeveis oxetikd pie Tic mavéq

avemBipnTe evépyetec f/kat aoupBatomnTec mou oyerioviat e TV éyuon auic TG ovoiag, ot omoieg jmopei

gupaviatodv apéowq perd ) Bepaneia, § kat o ouvéyeta, oric omoieg mepihaBdvovra (evBetkika):

- Oheypovéq (m.x. epubpdrta, oinpa, epiBua k.Ar.) mou umopei va ouvodedovtar and Kvopo Kat movo ek

Téoewg otV meploy perd T éyyuon. Ot ev Aoy mapevépyeteg pmopei va dlapkéoouy yia pia eBopdda.

- ZKApuvon ) €0ykwon oTo anpieio T éyon, eIdikd o€ mepumTidaeig umepBoNikd empavelakiic yopynong.

- AmoypuyiaTioyiog Tou Gépyiatog to anyieio T éyyuong.

- Mn avonomikd anotéheapa oe mepimtwon AavBaoyévng éyyuon Tou DEJALE. Or aoBeveis Ba mpénet va

EunHepoouy apéowg Tov Bepanovta 1aTpo Toug o€ mepimTeon pAeyovilg mou Blapkei mepiaadtepo and pia

€pbopada ruxl’)v N Seutepoyeviov avzmeﬁunmv EVEYEILY, £T01 QUTEC (DOTE VA QVTIPETMIOTOUY e Tov

Kataknhdrepo Tpomo. Tuxuv (Meg uvemeuumz; EVEpVEIi( ‘Tiou oyetiZovtar pe v éyuon Tou DEJALE mpénetva
9ep

TPOMOI XPHEHE: Eyyote 1o DEIALE oe 90, UYLEC Kat Ywpic N |

Tk evar KabopioTik yio TV emvyia T¢ epaneia. 1 K 100y, T0 mpme Tpoidy, mpénel va
Yonoworoeitar anokhetotikd an tatpo miou égouv AdBer exdxi kadpuion oyeTkd T Teyukéc éveong. Mow
and Ty éyyuon, anokupdvere kahd Ty meptogq) oryy oroia B yopnygete t Bepaneia. Xpnotworotfote 1
Behova 306 72" mov mapéyerat e 1) obpiyya Kat yxUate apyd epappoloviag v katahn Tegvikij veang.
Twvappodoyiiote T aipyya akohouB@vtag i mapakdtw odnyiec. Eyyvote To DEJALE oe Bspunkpauia
Buuanou Kal wm QuoTnpd donteg uuvﬂqm nyumz A DEJALE zvﬂoécpulm IJE ypaumm xzxwm i pe Ty
Teguki Hgwy (picotage) oe B 1r|pum5nnm
pdyanou wpsvm va StopBudei. Merd TV éYyu0n, 01TpO ropei va Kvet éva arm)\u Jaod( auy neployf xot
QOTE VO KﬂTﬂVEuﬂeEl 0 Tpoidv ﬂuﬂll)u()pwﬂ Tuviotdrat va npuvumowm(mu &vag ﬂpleﬂ( KUK)\O( ‘pl‘.dv
ouvebpiiv Bepaneiag, m.y. o€ Staotrjiata piag fSopada n pia amo T AWk, akohouBoupeves eveyopeviag
ano pviaieg ouvepies ouvrpnang.

MPOEIAOMOIHEEIE: Mpw and ) yprian, e\éyETe Ty akepatoTTa T abpyyag Kat Ty npepopnvia Nine.
Anayopeverat 1 ypron Bedoviv f cupiyyQY Sla@opeTIK@Y amd AUV Mo MApEXOVTaL amd TV KATAOKEVAOTH.
Na v enavaypnowonoteitar. H mowdtta kat n anooteipwon Slaopakierar povo edv n odpiyya frav
agpaytopévn. H enavaypnatponoinon Tou mpoidvtog evéyel Tov kivbuvo hoteEewv Tov aoBevi) A Tou KeipioT.
Na v enavanootelpavetat. Metd m yprion, anoppiyte t Pehva oe karahnho mepiék).

ANOBHKEYIH: To DEJALE mpénet va guldooetat oe Beppiokpasia 2 - 25 °C (36 - 77 °F) o€ &npo y@po, oy
apyiki} auokevaoia Tou. N uhdooerat paxpid ano v nhiaki aktvoBoNia, T éom Kat To Yixog Kat va
Xpnowlonoteftat e mpocoy.

DEJALE BIOREVITALIZING HYALURONICACID 40 mg PL

INSTRUKCJA UZYTKOWANIA

OPIS: DEJALE to sterylny, biodegradowalny i izotoniczny zel Srodskomy. DEIALE sklada sie z kwasu
hialuronowego o Sredniej masie czasteczkowej (1,0-15 x 106 Dalton), produkowanego przez bakterie
Streptococcus equi, o stezeniu 40 mg/2 ml w buforze fizjologicznym. Kazde pudetko zawiera jedng strzykawke
DEJALE, dwie sterylne ighy jednorazowe 30G %" przeznaczone do wstrzykniecia DEJALE oraz ulotke. Na dwdch
etykietkach znajduje sie numer partii. Jedng z tych etykietek nalezy zafaczy¢ do dokumentacji medycznej
pacjenta, a druga musi zostac przekazana pacjentowi, aby zapewnic identyfikowalnosc.

SKEAD: 20 mg/ml hialuronianu sodu, chlorek sodu, jednozasadowy fosforan sodu dwuwodny, dodekahydrat
dwuzasadowego fosforanu sodu, woda do iniekeji Jedna strzykawka zawiera 2,0 ml niepirogennego Zelu,
wysterylizowanego wilgotnym cieptem.

WSKAZOWKI: DEJALE tosterylny, wehtanialny 2el$rédskémy przeznaczony do stosowania w celu korygowania
niedoskonatosci konturu skory zwiazanych ze starzeniem sie lub zmian zwyrodnieniowych.

KRYTERIA WYKLUCZENIA: Nie uzywac DEJALE w przypadku: pacjentow z tendenja do powstawania blizn
przerostowych, pacjentow, u ktGrych w wywiadzie stwierdzono chorobe autoimmunologiczna lub ktorzy sy w
trakde immunoterapii, pacjentdw ze stwierdzong nadwrazlivioscia na kwas hialuronowy, kobiet w ciazy lub
karm\qty(h piersia, paqemnw ponizej 18 roku zyna w przypadku pacjentow stosu ljaych terapie

lub 3 preparat DEJALE moz lekarzem. Nie
stosowac DEJALE w miejscach, gdzie wyslgpu]e zapalenie iflub zakazenle[np trqdmk opryszczka itp.). Nie
uzywac DEJALEw po(qaemu 2laseroterapia, peelingiem chemicznym lub dermabrazja.

SRODKI OSTROZNOSCI DOTYCZACE UZYTKOWANIA: DEJALE jest przeznaczony wylacanie do wstrzykniec
smdskorny(h Mozl\we st wstepne leczenie wrazliwej skury kremami lub plasvaml znleaulajq(ym\
miejscowo. Nalezy (,ze znieczulenie moi
Brak danych Klinicznych (skute(znost tolerangja) w zakresie wstrzykiwania preparatu DEJAlE W obszarze,
qdzie zostat juz zastosowany inny wypefniacz. Nalezy poinformowac pacjentdw, by nie stosowac produktow
kosmetycznych prer 12 godzm po wstrzykmgclu oraz unikac dfugelrwaiej ekspazyql na $wiatfo stoneczne i
promienie UV ani nie korzystac tyd: e p knigciu. Jesliigfa jest zatkana,
nie nalezy zwiekszac nacisku na tiok, a przerwac wstrzykiwanie i wymienic igfe. Nie wstrzykiwac do
naczyrikrwionosnych. Nie wstrzykiwac DEJALE do kosci, Sciegien, wiezadet lub migsni. Nie wstrzykiwac DEJALE
do znamion (pieprzyki). Po uzyciu wyrzucic strzykawke i pozostaty produkt. Nie uzywac, jeli opakowanie jest
uszkodzone.

INTERAKCJE Z INNYMI CZYNNIKAMI: Wystepuja niezgodnosci miedzy hialuronianem sodu a
awartorzedowymi zwiazkami amonu, takimi jak roztwory chlorku benzalkoniowego. Dlatego nalezy unikac
kontaktu pomiedzy DEJALE a tymi substancjami lub instrumentami medyczno-chirurgicznymi, ktdre miaty
kontakt z tymi substanjami.

NIEPOZADANE SKUTKI UBOCZNE: L i ¢padientoy kutkach ubocznych
illub nlezgudnoma(h wigzanych z wszczepieniem tego urzadzenia, ktdre moga wystapic natychmiast po
zabiequ lub pozniej oraz o tym, ze nbejmujq one (lsta nie jest wyczerpujaca):

- reakeje zapalne (np. zaczerwienienie, obrzek, rumiert itp.), ktdre moga wiazac sie ze swedzeniem i bolem
uciskowym po wstrzyknieciu; te reakcje moga trwac tydzien.
- stwardnienia lub quzki w miejscu wstrzykniecia, zwlaszcza w przypadkach zbyt powierzchownego
umieszczenia.
- przebarwienie w miejscu wstrzykniecia.
- niewystarczajacy efekt, jesli DEJALE zostanie wstrzykniety nieprawidtowo.
Pacjenci powinni niezwlocznie powiadomic swojego lekarza, jesi wystapia reakcje zapalne, ktdre utrzymuja sie
dhuzej ni tydzieri lub dowolne inne efekty uboczne, aby mozna bylo zastosowac jak najlepsze odpowiednie
leczenie. Wszelkie inne niepozadane skutki uboczne zwiazane z wstrzyknieciem DEJALE nalezy zgfosic
dystrybutorowi /lub producentowi.

SPOSOBY UZYCIA: Wstrzykna¢ DEIALE w zdezynfekowang, zdrowa i wolng od stanu zapalnego skére.
Tastosowana technika ma Kluczowe znaczenie dla powodzenia zabiegu. Urzadzenie medyczne musi by¢
uzywane) wytqame przez \ekavzy, ktdrzy ponadalq specjalne przeszkolenie w zakresie techniki iniekdji. Przed

obszar, w ktorym zostanie preparat. Uzywac gty
306 %" dostarczonej ze strzykawka i powoli wstrzykiwac stosujac odpowiednia technike iniekeji. Ztozy¢
strzykawke zgodnie z ponizszymi instrukejami. Wstrzykiwac DEJALE w temperaturze pokojowej i w Scisle
aseptycznych warunkach. Wstrzykiwac DEJALE $rodskdrnie technika liniowa lub mikropompowg (pikotaz) na
poziomie Srednio-giebokim. Wstrzykiwana ilos¢ zalezy od korygowanej zmarszczki lub zagtebienia. Po
wstrzyknieciu lekarz moze wykonac delikatny masaz, aby rwnomiernie rozprowadz produkt. Wskazane jest
przepmwadzeme wstgpnegu oklu trzech ses zah\egawy(h w tygndnmwy(h odstepach, po ktorych

majgce na celu utrzy

OSTRZEZENIA: Przed uiyciem sprawdzi¢ integralnos¢ strzykawki i date wainosd. Nie uzywat igiet lub
strzykawek innych niz dostarczone przez producenta. Nie uzywac ponownie; jakos¢ i sterylnosc jest
qwarantowana tylko wtedy, gdy strzykawka byta oryginalnie zamknieta. Ponowne uzycie produktu niesie ze
soba potencjalne ryzyko infekji wptywajacych na pagienta lub uzytkownika. Nie sterylizowa ponownie. Po
uzydu wyrzucic igte do odpowiedniego pojemnika.

PRZECHOWYWANIE: Przechowuj DEJALE w 2-25°C (36-77°F) w suchym miejscu i w oryginalnym pudefku.
Nalezy chronic przed wiatfem, cieptem i mrozem i obchodzic sie ostroznie.

ISTRUZIONI PER L'ASSEMBLAGGIO DELL'AGO SULLA SIRINGA - INSTRUCTIONS FOR
ASSEMBLY OF THE SYRINGE NEEDLE - INSTRUCTIONS POUR LASSEMBLAGE DE LAIGUILLE
SUR LA SERINGUE OAHTIEZ ZYNAPMOAOTHEHZ THE BEAONAL ZTH ZYPIITA - INSTRUKCJA
IAKELADANIA IGEY NA STRZYKAWKE:

A. Svitare con cautela il cappuccio dalla punta della siringa, prestando particolare attenzione per evitare un
contatto con ['apertu

B. Afferrare con del\(aleua la protezione dell'ago e montare |'ago sullattacco luer-lock, avvitando saldamente
fino ad avvertire una leggera contropressione per assicurare una tenuta stagna e prevenire la fuoriuscita del
liquido durante la somministrazione.

A. Garefully unscrew the cap of the tip of the syringe, being particularly careful to avoid contact with the

opening.
B. Genay qrip the needle guard and mount the needle on the luer-lock mount, screwing it tight until a slight
counter-pressure s felt in order to ensure an airtight grip and prevent leakage of the liquid during
administration.

. Dévisser soigneusement le capuchon de a pointe de la seringue en faisant particuliérement attention a ne
as toucher louverture.
. Saisir doucement le protege-aiguille et fixer Iaiguille sur le raccord luer-lock en vissant fermement jusqua
sentir une légere contre-pression pour garantir Iétanchéité et prévenir les fuites de liquide pendant
Iadministration.

A, ZeBibirote mpooeKTIkd To Kandk! and TV dKpn ¢ 0UpIyYag, Mpoaéyoviag 1Blaitepa va amo@uyeTe TV enagiy
€ T0 Avotypa,

. Midote mu)\ﬂ To mpoaTateuTik TG Behovag ka tomoBerrate m Behdva atov aivdeaio luer-lock, fidiovovtag
otaBepd piéxpt va aioBavBeite pia ehagpd avtiotaon, mpokeiévou va Slaogaoted n oteyavoTTa Kat va
anogeuyBouv Tuydv Slappoég Tou uypol Katd T Yopiynon.

A. Ostroznie odkrecic nakretke na czubku strzykawiki, uwazall( , aby nie dotknad otworu.
B. Delikatnie chwyCostonke igly 22z gle na ziaczuluer-lock, mocno dokrecaja, a2 poczujesz lekie diénienie
wsteczne, aby zapewnic szzelnos¢  zapobiec wyciekom plynu podczas podawania.

SIMBOLI - SIMBOLS - SYMBOLES - ZopBoha - SYMBOLE

[Ta) [T Conslareilogetto lusativo & 1T Conservareinluogoascuto
EN Consultintructions for use EN Keepdry
PR Consulterlesinstructions dutlsaion FR Conserverdans un endroitsec
EL Zupouleutee 0 evqpepwri guikisio EL diampiore o Enpo pépoc

PL Zapoznac ig zinstrukga uzytkowania

@ 1T Non Risterilizzare
EN Do not re-sterilise

Przechowywac w suchym iejscu

1T Conservareal rparo dairaggisolari
BN Keep away from sun light

FR Ne pas re-sérlser FR Soders b el uiere dusoll
EL My enovamooteipivere EL Quhdére axpid amo o guc tou fhiou
PL Nieterylizowa ponovinie PL Przechowywacz dala od wiathastonecznego
] 1T Sterlizato on calore umido w7 T Numero dilotto
EN Steise using steam EN Batch number
FR Stérlseaachaleur humide FR Numéro e ot
EL AnooTeipulévo e i Bepporia EL ApBc napribag
PL Sterylizowane wilgotny ceplem PL Numer parti
o I Cnsenvareta+2°e 425°C T Percorso fluidosterile
A B Streetween +20¢ 25 BN Sterile Flid Path
FR Conserver entre +2° et +25°C FR Vole de flude sérle

EL Quhdooeran perafi +2° Ckat +25°C EL Amootaipupié Siadpop uypod

PL Przechowywac w temperaturze od + 2°Cdo +25°C PL Steryina cezka plynu
® n Non tzae e confesonednneggota wl 1T fabbricante

EN Donot usef package is damage EN Manufacturer

FR Ne pas utiise sifembalage est endommagé FR Fabricant

EL My [

PL Nieuzywat jesi opakowanie jest uszkodzone PL Producent
@ T Nonritiizare QT Uilizareentro

EN Donotreuse EN Useby

PR Ne pasrutilser FR Utiiser par

EL iy emavagpnatponoieite EL Na ypnotgononeipéypt

PL Nieuzywac ponownie PL ZutyC przed uplywem
foremees| 1T Sterilizzato con ossido i tiene

N Sterlsed using ethylene odide
FR Stérlsé a loxyde déthylene

EL Anooteipayévo i o€eifo 1ov abulevio
PL Sterylizowane tenkiem tylenu

DEJALE
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DEJALE BIOREVITALIZING HYALURONICACID 40 mg VI

HUGNG DAN U/ DUNG

MO TA: DEIALE I3 mit loai gel vo tring tiém trong da, co thé phan hy sinh hoc va dang trong. DEJALE chia
axit hyaluronic véi trong lugng phan t trung binh (1,0-1,5 x 106 Dalton), dugc san wuat ti vi khudn
Streptococcus Equi, va bao ché 6 nong d9 40 mg / 2 ml trong mét dung dich dém sinhIy. Mi hop chitamdt dng
tiém DEJALE, hai kim tiém vo triing diing mot &n kich ¢3:30G % " diing cho muc dich tiém DEJALE, va mdt ty
huéng dan st dung (6 hai nhan hin thi s316. Mgt nhan phai dugc dan trong ho so bénh an ciia bénh nhan va
nhan con lai phai duoc dua cho bénh nhan dé dam bao viec truy xust ngudn gac.

THANH PHAN: 20 mg / ml sodium hyaluronate, sodium chloride, monabasic sodium phosphate dihydrat,
dibasic sodium phosphate dodecahydrate, nudc dung dé tiém Mat éng tiém chiia 2,0 ml gel khang chia chét
g3y sit, dugc khi tring bng nhiét am.

CHI DINH: DEJALE la mt ogi gel vo tring tém trong da c thé thm tha, dugc st dung véi muc dich sta chita
céckhiém khuyét ciia da do'do hoa hodc do cdctn thuong lam da thodi héa.

CHONG CHI DINH: Khong si dung DEJALE trong truong hop: bénh nhén ¢ o dia phat trién céc seo I, bénh
nhan ¢6 tién sitmac cac bénh tu mién hodc tig phai diéu tr bng liéu phap mién dich, bénh nhan man cam véi
axit hyaluronic, phy i cd thai hodc dang cho con b, bénh nhan dudi 18 tugi. D véi céc bénh nhan dang diéu
tri bang thudc chdng dong hodc chdng ket tap tiéu cun viéc st dung DEJALE can tham khdo § kién bic s diéu
. Khang st dung DEJALE tai céc viing da bi viém va / hodc ldy nhiém (vi du nhu mun, herpes v.v.). Khong sit
dung DEJALE ket hop vailiéu phap laser, I3t da bang hda chat hogc mai mon da.

THAN TRONG KHI SU DUNG: DEJALE chi duoc chi dinh dé tiém trong da. C6 thé xir Iy trudc lan da nhay cim
bang cdc loai kem hodc miéng dan gay té cuc bg. Luu § , thudc gay té cd thé gay man d8 hodc hién tugng mén
cdm cuc bg. Khong c diliéu 1am sang (higu qua, dung nap) ve viéc tiém DEJALE tai viing da da dugc diéu tr
bang cht lam ddy khac. Can thong bdo d& bénh nhan khong st dung héa m pham trong vong 12 gidssau khi
tiém va tranh tiép xdc lau vai anh sang mat troi va ia UV, ing nhukhéng dén phong xang hoi khé hoac phong
Xong hai amtmng mt tudn sau khi tiém. Néu kim tiém bi téc, khong &n manh thanh pitténg, ma phdi nging
viéctiém va thay kim tiém, Khong tiém vao mach mau. Khong tiém DEJALE vao xuong, gin, day chang hodc o
Khong tiém DEJALE trong da bi niém séc t (ndt rusi). Sau khi st dung, vt bt 6ng tiém va san phameon la.
Khong sit dung néu bao bi da bi hu hdng.

TUONG TAC VG CAC HOA CHAT KHAC: Co sykhong tuong hap gida sodium yaluronate va céc hop chétamoni
bacbén, (hanq han nhu dung dich clorua benzalkonium. Do 6, tranh dé DEJALE tiép xic véi cdc chit nay hogc
cac dung cu y té-phau thudt da tiép xic véi cic chit nay.

TACDUNG PHU KHONG MONG MUGN: Cac bc 7 cén thng bo cho bénh nhin it vé cictac dung phu co thé
¥dyrava / hodc sirkhang tuong thich lién quan deén viéc dua dung dich vao da, ¢ thé xéy ra ngay sau ki ti liéu
hodc sau d6, nhu (danh séch khong day da):

- Phan ting viém (vi du nhy man do, phi né, ban do, vv) 8 thé ¢ trigu chiing nguia va dau sau khi tiém; céc
phén ting cd thé kéo dai trong mat tuan.

- Bi ciing hodc sung cuc tai cha tiém, dac biét 3 nhiing truang hop dat miii tiém qud nang.

-Vét tiém doi mau.

- Khong hiéu qua néu DEJALE duoc tiém khong ding cich.

Bénh nhan nén thong bio cho bécsi ngay I3p tutc néu céc phan ting viém ndi trén kéo dai hon ot tudn hodc bt
ky phan tng phu khdc, dé dut diéu tri mot céch phi hap. B3t k téc dung phu khong mong mudn nao khdc lién
quan dén viec tiém DEJALE phai dugc béo céo cho nha phan phdiva / hogc nha san xuat.

PHUGNG PHAP SU DUNG: Tiém DEJALE vo viing da dé dugc khitring,khde manh va khong biviem, Ky thust
duge st dung a rdt quan trong dé viéc diéu tri dat duoc két qud mong mudn. Do d6, thit bi y t€ nay chi duoc st
dung bdi cdc bac sj da duoc dao tao cu thé vé ky thuat tiém. TruGe khi tiém, cén sat triing ky viing da cén tiém.
St dung kim 306 % "dugc cung cép cling ve
Laprap dng tiém theo hudng dan bén d mDEJAlEfynh'\élﬂ()mﬂ'\trm‘mqvétrenqﬂiéukiénv{)lrhnqtuyét
doi. Tlem DEJALElrong da béng kylhua uyenlnh hoa(mlaopomph (picotage) 6 0 sau trung binh. Luong
di antiém phu thudcva é diéu chinh. Sau khi tiém, bacs7 cd thé xoa bép nhe
nhangﬂedunqdl(hdumphan 3 dong déu. Nen thuc hign mdt chu ky khdi dau véi ba budi triligu, khodng cach
mot tuan giiia moi budi, sau d6 1a céc phién triliéu duy tr hang thang.

CANHBAO: Tvu«kh\sudung hay kiém tra tinh tra ) (] vah \]dw‘ Khﬁngsﬁdung
kim tiém hodc dng tiém khang phdi do nha san xuat ang ap. Khong tiisi dung it \uung va da(llnh Vo
tring chi dugc 43m bdo néu dng tiém ban du da dugc niém phong. Vigc i si dung s3n pham tiém dn nguy co
bjnhiémtring, v bénh nhén hoac ngu thc hign tiém phai chiu trach nhiém, Khong titiet trimg thiét i Sau
Khi it dung, vt bé kim tiém tai noithich hop.

BAO QUAN: Bo quén DEJALE 6 nhiét o 2-25°C (36-77°F)tai noi kho rdo trong hop dung thiét bi Tranh anh
séng, nhiét va dd lanh va bdo quan cén than.

ng tiém va tiém ti tir bang cach ap dung ky thuat tiém thich hop.

DEJALE BIOREVITALIZING HYALURONICACID 40 mg RU

WHCTPYKLYA MO NPUMEHEHUIO

OMMACAHME: DEJALE - mpvmbmm, i BBEJIEHNA.
DEJALE cocrout u3 manypnuuﬂow KHCT0TH (peuuem mnexynnpunw Ma«m 110 15 x 106 [la), npousogumoit
GakTepuami Tamnone. Kaxgas

YNaKoBKa conepuT onu wnpuyy DEJALE, Age oaHopasoBble CTepunbHble WVIb\ 30G %" an whbexuym DEJALE n
WHCTPYKLINO 110 MDAMEHeHI. Takoke B KOMTITEKT BHOJAT £18€ JTHKETKH, Ha KOTOPbIX YKa3ak HoMep napTi. Oy
y eyt it apyrylo-nep A OTCIEKHBAHMA.

COCTAB: rvianypoKar Harpi 20 Mr/Mn, Xnopua HaTpHA, O[JHOOCHOBHbI GOCHT HaTPHA AUTWIPAT, [1BYXOCHOBHbI
dochar HaTpuA AOeKATWAPET, BOAA ANA WHbeKLiL. OZUH WAL COREPXUT 2,0 MN anUPOTeHHOO rens,
CTEUTH30BAHHOTO BIAKHIM TENTON.

YKA3AHUA: DEJALE - crepunbbii iica renb fnA T

KPUTEPHI UCKMKOYEHHUA: DEJALE He pomiHbi - NALMEHTHI, K

THTEPTPOQUMECKX PYOLOB, NaLeHTSI C ayToMMMYHHbIM 3a6oneBaHiem B aHamese W npnxommwe

UMMYHOTEDaTIN, MLMeHTbI C MOBBILIEHHOM UYBCTBHTNLHOCTbIO K THANYPOHOBOTH KICTOTe, Gepeventble Wi

KOMALE EHLMHY, NaUMeHTsl Wiague 18 ner. MauyieTam, MPMHUMAKLLWM  HTHKOATYNAHTS! WA

QHTHATPEraHTHl, Niedekite ¢ nomoLbio DEJALE HeoGXomMo HasHauaTb TOMbKO Mocre KOHCYMBTALM C MevalLu
&

DEJALE BIOREVITALIZING HYALURONICACID 40 mg TR

KULLANIM TALIMATLARI

TANIM: DEJALE steril, biyolojik olarak aynsabilen ve izotonik bir intradermal jeldir. DEJALE orta molekiiler
aqurikh (1,0 - 1,5 x 106 Dalton), Streptococcus equi bakterileri tarafindan umllen ve fizyolojik bir tampon
qozeltiicinde 40mg /2 ml formiile edilmis bir Her kutuda bir
adet DEJALE sinngasl, DEJALE enjeksiyonu icin iki adet steril 30G %" tek kullanimiik igne ve bir prospektiis
bulunur. Parti numarasinin belirtildigi iki etiket meveuttur. [zlenebilirligi saglamak icin bu etiketlerden biri
hastanin tibbi dosyasina yapistiniimalr, dieriise hastada kalmalidir.

BILE;IMI ZO mg/ml sodyum hyaluronat, sodyum Kloriir, monobaZ|l< sodyum fosfat dihidrat dibazik sodyum
fosf u. Bir ininga, buharl 2,0 ml apirojenk el ierir.

KULLANIM ALANLARI: DEJALE, yaslanma veya dejeneratif lezyonlarla ilskil ilt kontur kusurlanini dizeltmek
icin kullaniimast amaglanan steril ve emilebilir bir intradermal jeldir.

KULLANILMAMAS| GEREKEN DURUMLAR: DEJALE yi asadidaki durumlarda KULLANMAYINIZ: h kar

DEJALE BIOREVITALIZING HYALURONICACID 40 mg UK

IHCTPYKLYIA LLOA0 BUKOPUCTAHHA

OMNC: DEJALE - ue crepunbhui, Gi ji Ta 30TOHiUHMiI ipHuii renb. DEJALE
CKIETBCA 3 127YDOHOBOT KACIOTH CePeHbal MOTeKYIADH Mach (1,0-1,5 x 106 Dalton), BupobneHoi
Gakrepiamu equi, 3 ieto 40 mr/2 mn y ¢ i po3unti. KoxHa kopobka
MICTUTb OMH WNpUL DEJALE 181 07HOPa308i CTepinbHi ronki 306 ‘/1 ', NpH3Hayeni AnA in'ekuii DEJALE Ta
THCTpyKiA B ynaKoBui. € ngi Homepa napril. Ml THORHY

J MEHHY KapTKY NalieHTa, & Ly HeoBXiaHO BARAT NallicHTOBi, a6 3a0e3neuTh 32 HM Harg.

CKMAJL: 20 mr/Mn Hatpito rianypoHar, HaTpiko XAOPUA, HaTpilo GOCHATY ORHOOCHOBHOTO AUTIAPaT, HaTpilo
ocgary ABOOCHOBHOTO AOAeKariApaT, BoAa ANA iH'eKwit. OBUH wnpHy MiCTUTb 2,0 MA HeniporekHoro renio,
CTepINi30BaHOT Napok.

TNOKA3AHHA: DEJALE - we crepunbHiti BHyT ipHuii renb, Wo AKuii np
AR BUKOPHCTaHHA NP KOPeKLi He0NTKIB KOHTYPY WKIpH, MOB'A33HMX 3i CTapiHHAM aBo fereHepaTuBHIMM

olusma ihtimali bulunan hastalar, anamnezinde otoimmiin hastaligi olan veya badisikiik tedavisi gren
hastalar, hyaluronik aside karsi asin duyarliigi oldugu bilinen hastalar, hamile veya emziren kadinlar, 18
yagindan kiigiik hastalar. Antikoagiilan veya pihtilasma dnleyici ilag tedavisi goren hastalarda DEJALEYyi
hekiminize danistiktan sonra kullanin. DEJALE'i cildin iltihaph ve/veya bulasia balgelerinde (6rmegin akne,
uquk vb.) kullanmayi. DEJALE'i lazer tedavisi, kimyasal cilt soyma veya dermabrazyon ile birlikte

BpaYOM. He uanons3yire DEJALE Ka yuactkax Kowi, Wi
akHe, repnecuT. .. He iime DEJALE 8 codeTanii ¢ na3epHoi Tepaniest, XMHYeckam
TIATHHIOM WM flepmapasitei.

MEPbI MIPEAOCTOPOMHOCTH MPW UCTIONIb30BAHII: DEJALE noKasaH TofbKo /1A BHYTPHKOXHbIX HHbEKLiL

Ha uyBCTBITENbHI0 KOXY MOXHO MDEBADHTENbHO HaHECTH Kpem Wi 0BesBonmBakounil riacteipb Mectoro

ReVCTBIA, YuiTbIBalfTe, 470 aHECTE3MA MOET BbI3BATL MeC CTBITEbHOCTD.

QTCyTCTBYHOT KnMHIIeCKHe fakHble (SOQEKTIBHOCTS, MepeHocumocTb) o6 nkbexLmax DEJALE B obnacts, B Kotopylo

Yke Gbin BBefieH fpyroit Ganep. NauyeHToB CreayeT npeaynpeaHT, 4T B TeyeHe 12 YacoB MoCTe UKbEKUMH
B

B nydedt, a
uHbeKH. Ecut uma ) iiTe faBneHve Ha
o

KULLANIMA iLiSKiN ONLEMLER: DEJALE yalnizca intradermal enjeksiyonlar iin endikedir. Hassas citlerde
uygulama dncesinde lokal anestezik etkiye sahip krem veya plaster kullanilabilir. Anestezinin lokal kizarklik
veya agin duyarliliga neden olabilecegini unutmaym. DEJALE'nin daha dnce bagka bir dolgu maddesi tatbik
edilmis b bolgeye enjeksiyonu hakkinda kinik ver etklil, tolerans) mevcut dedildi. Enjeksiyondan sonra 12
saat siireyle kozmetik drin kullanmamalan, giines 151 ve UV tginlanna uzun sure marz kalmamalan,
onra bir hafta siireyle sauna ve hamamlara gitmemeleri
qerekir. Ignenin tikali olmasi halinde, piston qubuguna fazla baski uygulamak yerine enjeksiyon islemini
durdurun ve igneyi- degistirin. Enjeksiyon islemini damarlara gerceklestirmeyin. DEJALEYi kemiklere,
Iendonlara, bagara veya kaslara enjekte etmeyin. DEJALE')i neviilere (dogum lekelerine) enjekte etmeyin.

a
DEJALE B KocTw, Cyxounus, CBA3KM Wi

MBI JALE )Mo
He nenonb3yiire B ry4ae NOBPEXIEHHOM yNakoBKil.

B3AUMOZENCTBIE C [JPYTUMM BELLIECTBAMM: TiranypoKar Hatpua HECOBMECTIM € YETBEDTIMHBIMA
TaKIMM KaK pac xnopiga. It DEJALE coanan
BEUIECTBANYI WIH MEAMLIMHCKIMM/XAPYPIYECKINIA UHCTPYMEHTaMH, KOTOPble HAXOMUTHCH B KOHTKTe € 3THMM

BellcTBaN,

HEXENATENIbHbIE M0BOYHbIE JOOEKTHI: Bp:

TUMOCTH, CBA32HHBIX C BBECHHEM
'BO3HIKHYTb (Pa3y 0T NIeYeHitn Wi no3xe.
Ie M

(pemy
-B NIOKpaCHEHI, OTeK, SpHTemManT. ),

- 3aTRE/ICHUA 1T y3NKH B MeCTe yKona,
6

- 3weneke Bera Mecra yKona.

- Hesoctarounbi 30dexT npy HenpasubHow Baegetini DEJALE.

TTalHeTS SOMAHb! He3aMETHTENbHO COBLLITb CBOEMY Bay, ECTH Y X BOSHHKHYT BOCTAATETHbIe PeaKLyt,
npodomKaloLLyieca Gonee Hegent, i niobble npyme n060uHble 30Ty, urobibl noAoGpaT noAXoAALMii ocod
TeYeHiA O0eTa¥, BA3aHHbIX CHHbexLyed DEJALE,

AMCTPHGLIOTOpY /iAW NPOM3BORHTEO.

(110COBbI NPUMEHEHMA: Bsomure DEJALE B 3j0poByl0 U KOXY.
Jnons3yeman TeXdiKa Whieer pewialouiée 3Hadede A NONOKITENSHOO pesyibrara nevens. Mlosromty
MeZWLIHCKOe YCTPOTICTBO MOXeT TObKO BPaYaM, IOAFOTOBKY 110

TexHuke Whbekuwi. Mepe BBeJeHiem npenapara TaTensHo MpodesuHQMuupyiiTe ofpabatbisaemylo obnacts.
Wenons3yifte wrny 306 4", BXORALLYI0 B KOMAAEKT WA, W BBOZWTE MPENapar MeMeHo, UConbaya
COOTBETCTBOLLYI TEXHUKY HHbEKLIN. Cobepye WApHLY B COOTBETCTBHM € NPUBECHHBIIA HIKE UHCTPYKLMAMA.

ve kalan iiriinii atin. Ambalajin hasarli olmast halinde kullanmayin.

DIGER ETKEN MADDELER iLE ETKILESIMLER: Sodyum hiyalironat le benzalkonyum Kloriir cizeltileri gibi
kuaterner amonyum bilesikleri arasinda uyumsuzluklar mevcuttur. Bu nedenle, DEJALE'nin bu tiir maddelerle
veya bu maddeler ile temas eden tibbi-cerrahi ekipmanla temasini Gnleyin.

ISTENMEVEN YAN ETKILER Heklmlev bu aygiin ku\lamm\y\a \I\§k|\| tedavmln hemen ardindan veya daha

5 |ge lastyan etkiler ve/veya

hakkinda hastalan bi
- Enjeksiyondan sonra kainti ve basing agrisi ile m;k\h olabilen inflamatuar reaksiyonlar (6. Kizanikiik, odem,
eritem vb.); bu reaksiyonlar bir hafta siirebil
- Enjeksiyonun yapildigr balgede, bilhassa yizeye cok yakin uygulanmasi durumlarinda sertlesme veya
nodiller.
- Enjeksiyon balgesinde renk d
- DEJALE ninyanls enjekte ediimesi halmde yetersiz etki.
enflamatuar veya bagka herhangi bir yan etki

hasta\ann en uygun sekilde tedavi edilebilmesi icin bu durumu derhal hekimlerine bildirmesi gevekmekled\r
DEJALE enjeksiyonu i ligili diger istenmeyen yan etkiler distribitre ve/veya ireticiye bildiriimelidir.

KULLANIM YONTEMLERI: DEJALE'yi dezenfekte edilmis, saglikl ve iltihapsiz lde enjekte edin. Tedavinin
basaris icin kullanilan teknik cok anemlidir. Dolayisiyla bu tibbi aygit, yalnizca enjeksiyon teknigi konusunda
azel egitim almis hekimler tarafindan kullaniimalidir. Enjeksiyondan once, uygulama alanini iyice dezenfekte
edin. Sinnga ile birlikte verilen 30G 2" igneyi kullanin ve uygun enjeksiyon teknigini uygulayarak yavasca
enjekte edin. Siringay, asagida belirtilen talimatlara gore birlestiriniz. DEJALE enjeksiyonunu oda sicakliginda
ve kati aseptik koullar altinda gerceklestirin. DEJALE'yi dermis icine dogrusal veya mikro-puff (pikotaj) teknigi
ile orta-derin seviyede enjekte edin. Enjekte edilen miktar, diizeltilecek kingikliga veya okintiiye baghdir.
Hekim, iirtini homojen sekilde dagitmak icin enjeksiyondan sonra hafif bir masaj uygulayabilir. Birer hafta
arayla iig tedavi seansindan olusan bir baslangig sirecinin gergeklegtirilmesi ve ardindan ayda bir kez idame
seanslannin yapilmasi tavsiye edilir.

UYARILAR: Kullanmadan dnce siringada herhangi bir eksikligin olmadigini ve son kullanma tarihini kontrol
edin. Urtic tarafindan tedarik edilenlerin haricindeki ineleri veya simngalan kullanmayin. Siingay yeniden

Bsogure DEJALE yanosuax. Beoume DEJALE
TIOMOLIbH0 TUMHEIHOTO METOZa AW MIOBEPXHOCTHBIX MAKDOMHDEKIIH (THKOTaXa) Ha CpesiHe-Tmy6oKoM ypoBHe.
KomhsecrBo BBoRuMoro npenapara 3aBHCHT OT TN MOPLUYHS M Y42CTKS, KOTopbie

orijinal ambalaji kalitesi ve sterilitesi muhafaza edilir. Uriiniin- yeniden
kul\amlmasl, hasta veya uyqulayia agsindan potansiyel enfeksiyon riski tagi. Tekrar sterilze etmeyiniz.
Kullandik igneyi uygun bir kaba atiniz.

Toc
TIPOBECTH HAYabHbIFE LAKA U3 TPeX NPOLEAlYp C WHTEBATION B OZIHY HE/IeNto APYT OT APyra, NIOCTE Yero BO3MOXHO

MPELYPEX IEHYE: Mepen 1cnons30BaHHeM NPoBepbTe LIENOCTHOCTb LWPHLA U POk FogHoCTH. He ienonb3yiite
Wb T LML), KDOME TeX, KOTOpbie MOCTaBIAOTCA Npol3BouTenem. He Wanonbyie nogropHo. Kavectso i
CTepHIbHOCTS K0 BTOM (U Te Npou3B0ACTBa. NloBTopHoe
CIOMS30B3HHE W3ENVA COMPAXEHO € NOTHLATBHIM PHCKOM WHOWLUPOBaHAA NaLyieHTa Wik onepaopa. He
C it Moo if 1] i

'XPAHEHME: Xparim DEJALE 2-25°36-77°F) i ynaKoBKe.
Bepes 0T (Bera, Tefna i MOpo3a H OGPaLLATBCA OCTOPOXHO.

SAKLAMA: DEJALEYi orijinal kutusunda kuru bir ortamda 2-25 °C (3677 °F) sicaklikta muhafaza ediniz.
Istktan, isidan ve donmaya karst koruyun ve dikkatli bir sekilde tagtyin.

NPOTUNOKA3AHHA: He suxopucrosyiite DEJALE ana: nauiexTis, Lo MaioTb CXAMbHiCTb A0 YTBOPEHHA
FIHEPTPOQ)NHMX p)’ﬁL\IB, HEI.lIEHTIB 3 BYTUIM)/HNWMM EKBDPKIBENHXMW B aHawHe3i afo THX, XTO NPOXOAUTH
IMYHHY TEPBI’IIW nalfeHTiB i i KUCNOTH, BATTTHIX KIHOK aéomx, wo
TORYIOTH IPYAAK; NaLlieHTiB Bikom Ao 18 pnms H\Kysamm NUi€HTiB, AKi NPUIMAIOTH aHTUKOATYNAHTH abo
aHTHarperanTt, npenapatom DEJALE nposogbre Tinbki nicna Kowcynsrauii 3 nikapem. He 3actocosyiite
DEJALE B micusx, Ae € 3ananbHi npouecn WKiph i/abo indexuii (Hanpuknag, Byrpi, repnec Towo). He
Bukopuctoayiire DEJALE B noegHanHi 3 nasepHoto Tepanieio, Ximivkum ninikrom abo sepmatpasieto.

3ACTEPEXXEHHA NP BUKOPUCTAHHI: DEJALE npuauenwid Tinbkn 1n BHYTPIUHbOLIKIDHIX iH ek,
MoxHa nonepenubo o6poGiTA YyTAMBY WKIDy MiCUEBUMM aHECTE3yIOUMMM KpemaMi aBo mnacTupami.
Tlam'ATaiiTe, 140 aHeCTe3iA MoXe BUKAUKATH MicueBe MoYePBOHIHHA abo nigBHuLeHy dyTnuBicTb. Hemae
KiHiYHIX faHIX (g0 epeKTHBHOCTI, MepeHocunocTi) npi iH'exuiax npenapary DEJALE Binakky, Aka Bxe
Gyna o6pobnennii iHwAM HanogHioBavem. HeolXiHo noigomiTh nauiexis, o6 He 3ACT00BYBANN
KOCHETHHX 3aC06iB MpoTAroM 12 roRMH NicnA i ek Ta ARG TRHSENOND BTIAEY ORAHOrO aima it
TIDOMEHiB, a TaKOK TIOKHA TCTA I . Ao
TonKa 364, 10 e 36iMbLuyie THCKY Ha {EKLif0 Ta 3aMiHi
He BBobre npenapar y kpoBowocki cygukh. He BBobre DEJALE B KicTki, cyxoxinns, 38'a3kw aBo m'a3u. He
BBogbTe DEJALE B Hesycw (pogumkw). Mlicns BUKOPHCTaHHA yTUni3yiiTe LUNpiAL Ta npenapar, o nuwiBea. e
BKOHCTOBYFTe fi0ro, AKLLO YNaK0BKA MOLLKOXEHa.

B3AEMOAIA 3 IHIIMMI PEYOBUHAMM: Mix rianyponatami Hatpito Ta cnonykami YeTsepTHyHOrO
aMOHiK0, TaKuMV AK PO3UMHI i0, € HecyMicHicTb. Tomy i DEJALE 3w
PeNOBHHaMI 260 MeAIHAMH XIDYpriuHUMI IHCTPYMEHTaMH, L0 Ma7K KOHTAKT 3 M.

HESAMAHI NOBIYHI Ali: Tlikapi nosukki ingopmysaty nauiewis npo Moxagi noGiuwi i Ta/abo
HeCyMICHICTS, AKi NOB'A33Hi 3 iMMaHTaLiEl 10T BUPOBY, L0 MOKYTL BUHWKHYTH 0Zpasy Nicna MikyBakHA
a60 ni3nile, i NoBOKyBaTH (Nepenik He € BHYEpMHMM):

- 3ananchi peakLii (Hanpuknag, NoYepBOKikHA, HabpAK, epuTema Towyo), Aki MXyTo 6yTH NoB'A3ai i3
BePONAYKOl0 Ta Gonem K HaTICKaKHi Ka Micue k' eKLT; i peakLii MOXyTb TPHBATH YIDOAOBXK THIKHS.

- 3arBepiA a6o By3nvKit B Micuiik'ekLii, 006MUBO B BNy NOBEPXHEBOTO BBEIEHHA.

- 3MiHa Konbopy Ha Micuj i exLi.

- HepocTarhiii eqekT npu HenpasitnbHomy BBefenki DEJALE.

i, Ljo TPHBAKTD
Ginbwe Tk, B0 Gygb-Ki iHwi noGiki edexTi, wo6 ix MoxHa Gyno BuikyBaTk HaiiBianoBinkiwM
uiHoM. Tlpo Gyab-Aki Wi Hebaxani nobiki edekm, wo noe'a3aki 3 iW'ekuielo DEJALE, Heobxigho
0BMTH AHCTpHG'foTopa Ta/aBo BUpOGHHKa.

(M0CIB BUKOPUCTAHHA: Yeeaits DEJALE B npopesindikosany, 34oposy Ta Ge3 3ananekb wkipy.
BuKopiCToByBaHa MeTofHKa M€ BApiLUanbHe 3HaueHHA AnA ycrixy nikyBaHHa. Lie - MeauuHit 3aci6, Tox Bik
IOBHHEH BUKODHCTOBYBATHCA TiflsKi MDaKTHKYKOUAMA MeZMKAMH, AKi MaTo CnewianlbHy MiaroToBky 3
TeXHik iHekuiii. Mepen BBedeHHAM npenapary peTenbo npoesikdikyiire oBpobioBany AinAHKy.
Bukopucrosyiire ronky 306 % ’, Wo noctayaTbea pasom 3i WALOM, i MOBIAbHO BBOALTE Npenapar,
3aCT0COBYH4M BIAMOBIAHY TeXHiKy i eKllii. 3'eaaiiTe wApHL, AOTPHMYIOUHCH HABEAICHHX HIKUe BKA3IBOK.
Baoabre DEJALE npw kiwarili Temneparypi Ta B cporix acenTuyki ymosax. Beogore DEJALE nig wkipy
niiiiHOI0 TeXHiKoio ao Texikoko Hanax  (nikorax) y cepeaHi a0 ruGoKi waph. KinbkicTb BBegeHoro
penapary 3anexuTb BiA 3MOpLLOK a6 3anauH, Aki Heobxiao ckopurysatw. Micna iH'exuii nikap Moxe
3p06iTi Nerkitih Macax, o6 PiBHOMIPHO Po3MOAiNKTY Mpenapar. PexoMeH7j0BaHO NPOBECTH MOYATKOBIH
KYPC 13 TPbOX CeaHCIB NiKyYBAHHA 3 MOBANLLLINM THIKHEBIM iHTEPBANOM MiX HUMIW, 3 ONATOR 32 WOMICAYHMI
AomnA.

NONEPEAKEHHA: Nepen BukopyCTaHAM nepesipTe LiicHicTy WPULA Ta TepmiH fioro npuaTHocri. He
BIKOHCTOBYTiTe ronKw abo wnpiLw, BIAMiKKi BiZ THX, AKi NOCTaBAAITCA BUPOBHHKOM. He BUKopHCTOBYiiTe
X NOBTOPHO; AKICTb Ta CTEPWNbHICTb FaDaHTYETHCA NWLE B TOMY BUNAZKY, AKLIO WAL ByB cnovatky
TePMETHYHO 3aKpHTHIL. A NOBTOPHe BMKOPUCTaHHA NpenapaTy Mae MoTeHUiiiHui PU3uK iHdexuiiiHoro
3apaxeHHa naujenTa abo MeAnpauiBHuka. He crepuniayirre itoro noBTopHo. Micna BUKOPHCTaHKA BUKWAaiiTE
TONKY B BIANOBIAHMA KOHTelfHep.

3BEPITAHHA: 36epiraiire DEJALE npu Temnepatypi B mexax 2-25 ° C (36-77 ° F) y cyxomy micui 8
opuriHanbHili Kopobui. 3axwuyaiire BiA (BTN, CNekit Ta Mopo3y i 0BepeHO NOBOALTECA 3 HIM.
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HUGNG DAN LAP KIM TIEM VAO GNG TIEM - WHCTPYKLLUIH 1O 3AKPENTEHHIO WITbI HA
LUIPYL, - IGNEYI SIRINGAYA TAKMA TALIMATLARI - IHCTPYKLIA 3 HACALKM FOMKW HA
WIPHL- <ol 3 ) e o

|

oc diu mot céch jétchay tvanhl xu(vm han m.
ﬁan?ngm?gghughanhaguv mt mvaggnklmgemvan pﬂ Iuer lock, van chat cho den khi ban
(am&hayap e xoay nhe trd ai d€ dam bdo dng tiém giit nudc va ngan dung dich h\mmmng khi tiém.

A. OcropoxHo oTkpyTiTe Konnauﬂk C HaKOHeUHIKa WAPYLA, Cobmogan 0coylo 0CTOPOXHOCTD, uTobi
30EXaTH KOKTAKTa C OTBEpCTIE

B. OctopoxHo EOKbMMTE(b 3 npeﬂoupanmenb Wbl W YCTAHOBUTE UMY B HACAAKY C NI0IPOBCKHUM 3aMKOM,
NA0THO 33BUKYABAA ee, NOKA HE MOWYBCTBYeTe Nerkoe BCTPeyHoe AaBMeHMe, 4Tofbi ofecneyis
TePMETHYHOCTb 1 NPEOTBPATHTL YTeUKy XUIKOCTH BO BPEMS BBEACHHA.

A.Delige temas 1 nganin ucundan cevirp dikkatice akanniz.
n......,u.veslkl birszdimazik saglamak ve uy
un\emek\gmhaﬁfbuamha ing kica i te edi

A. 0GepexHo BIAKPYTITb KOBNAYOK i3 HAKOHEUHIKA WAPHLA, YBAXHO CTeXadM 33 THM, W06 yHUKHYTH
KOHTaKTY 3 OTBODOM.

B. Axypamo BI3bMITbCA 33 3aXHCHII KOXYX TOMKM | HPMQMBMTG i 10 Hacaaku 3 3aMKOM ﬂmepa MILIHD
3aKpyuylouH, NOKH He BIAYYETe nerkuii MNPOTUTHCK. a6u 3abe3neunmit TEPMETHYHICTD YWINbHEHHA i 3anoirmit
BMTOKY PIAUHY NIA YaC BBEACHHA.
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Gitrkho
XpaHATb 8 YoM Mecre
Kurubi yerde saklayn

VI Tham khao husGng dén s dung
RU. lposurars ncrok-sknagbius
TR llag prospektisine basvurun

UK 3sephitsca o icriy 36epirari & cyxomy micui
AR ENENFRIRT) R Gl e § B
Tranh énh sing

@ VI Khang dug ctiét tring lai
RU He crepunisosars nosTopio
TR Tekrar terlize etmeyin
UK He crepunizysari nogropko
AR s 105

3aunuiars of onieus nyeii
Gines isigndan uzak tutun
Beperri s npAMOTo CeiTna
R il 69 oo ey 0530

VI Tiét trig st dung ho nué rep w1 VI S8l

RU Crepunis0saHo 8naxssin Tennom RU Howep naprin

TR Nemlisi e steilze edimistr TR Lot numarast

UK repunizoBaHo onorunt Tennom UK Cepin

AR ko) By daind @5 AR a6y

= VI Bao quan gicta 2°25°C s 1| VI Dung dan chiitIong vo khudin

wAd B Jouum mureunepapear+ o 425 ) RU Crepunso MapupyT KAIKOCTH

TR +2°Cve + 25 °Carasinda saklayn TR Steril s yolu

UK 36epirani npu Temneparypi 83 +2°C 10 +25°C UK Crepunbiinoris pian

AR ogia 2 25 4+ oyt s 24 Bl s § ik AR oixs Jilo |
@ VI Khéng sct dung néu bao bi héng wl VI Nhasanxudt

RU He Wcrons308ars, ecninynaKoeKa nospexaea RU Mpoussopirens

TR Pakethasar gormiise kullanmayin tid

UK He BUKOpHCTOBYiiTe impi, AKLLO Yak0BKa MOLIKORKeHD UK BupoSiun

AR L Al Sguall puins Y AR daiadi 32l
@ VI Khing ti sif dung VI Hanstrdung

RU- He ucrons3o8ars nosTopHo RU Cpox rogsocr

TR Tekzar kullanmayin TR Son kullanma tarii

UK He sukopucrosyBamy nogTopo UK Tepin 6epiranis

AR 3 8y da1305Y AR ilaaly, i
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