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Nithya Collagen®
Kolajen enjeksiyonu amacli tretilmis
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Nithya Collagen®, atin fleksor tendonlarindan
elde edilen, steril, hipoalerjenik, saf, tip |
kolajendir.

Ayni amacla uretilen diger markalarin
urunlerinde, sigir ve domuz kokenli kolajen
kullanilmaktadir.

Sigir kolajeninin populasyonun %3'Unde,
otoimmun hastaliklara zemin olusturabildigi ve
asirl duyarlilik reaksiyonuna neden olabilecek
kontaminasyon riski, drnegin virtis (Bovine
spongiform encephalopathy) tasidig
bulunmustur. Bu nedenle tedaviden dort hafta
once alerji testi yapilmasi zorunludur
(Baumann 2006, Kligman 1986, Hymphrey
2001, Lee 2014).

2016 yilindan itibaren tum dunya pazarinda
mevcut bulunan Nithya Collagen® ile yapilan
tedaviler icin ise herhangi bir yan etki
bildirilmemistir. Medical Device CE, Class Il
Sertifikasina sahip Nithya Collagen Grtnunun,
her Tibbi Cihaz icin oldugu gibi, mutlaka
kullanma kilavuzunda yazildigi sekilde
hazirlanmasi ve uygulanmasi gerekmektedir.

Uriin tedariginin ise mutlaka tek yetkili
distributor aracilig ile olmasi esastir.
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Nithya Collagen ozellikle hangi alanlarda kullanilir?

Krono ve foto yaslanma nedeniyle yuz, boyun ve ellerde olusan olumsuz degisik-
liklerin giderilmesinde, Fibroblastlarin ve neokolajenezisin uyarilmasi yoluyla
dermal ve subdermal bag dokusunun rejenerasyonu, Dermal hipotrofi ve hipotoni
gibi genetik deformasyonlarin ve kaybedilmis cilt elastikiyetinin yeniden
sekillendirilmesi icin kullanilir.

Nithya Collagen seanslari nasil planlanmalidir?

Enjeksiyonlar 15 giin araliklarla, toplam 3 seans uygulanir. itk sonuclar, 7-14 giin
sonra ortaya cikar ve tedavi suresince gelismeye devam eder. Tedavinin tam
etkisini elde etmek icin 2 hafta araliklarla 3 seans tercih edilir. Bu strecten sonra
cildin yogunlugu ve elastikiyetinde gorunur farklliklar olusur. Etkinlik 12-18 ay
boyunca devam eder. Tedavinin tam etkisi (cilt gerginligi, cildin yogunlugu, gevsek
cildin toparlanmasi ve ince cizgilerin gortnirliginin sonlanmasi) tedavinin
tamamlanmasindan sonraki 4 hafta icinde elde edilir.
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Nithya Collagen® enjeksiyon oncesinde nasil hazirlanir?

- Tibbi Cihaz CE, Sinif lll. Enjekte edilebilir sertifikasina sahip Nithya Collagen'in, bir
kutusunda, her biri 70 mg mikronize kolajen iceren uc¢ adet sise bulunmaktadir.

» Bir flakonda bulunan mikronize kolajenin tamami, 5 ml steril serum fizyolojik sollsyonu
ile suspanse edilir.

* Mikronize kolajen tozunun her bir sisesi kullanimdan hemen once suspansiyon haline
getirilmelidir.

- Hasta uygulama seansinda gerceklesebilecek olasi beklemelerde, suspanse edilmis sise,
birkac defa calkalanmalidir. Boylelikle bekleme suresinde olusabilecek cokelmenin dnune
gecilmis olur.”

* Her bir sise suspanse edildikten sonra ayni gun icinde tuketilmelidir.

- Dondurma ve ¢cozme islemleri yapilarak tekrar kullanilamaz.

- Buzdolabinda saklanmasi, cozdukten sonraki normal kullanim suresini arttirmaz.

*Su ile hazirlanan cozeltilerde, su icinde
cozulen madde ile homojen bir karisim
olusturulur. Nithya kolajen steril serum
fizyolojik soltsyonu kullanilarak hazirla-
_—- nan bir stispansiyondur, cozelti degildir.

Suspansiyonlar, ¢cozucu icinde ¢cozul-
meden kalacak kadar buyuk parcaciklar
iceren heterojen karisimlardir.

Ideal stispansiyonlarda kismi flokiilasyon
olmasi istenir. Bunun anlamu:

1- Nithya kolajen stspansiyonunda,
hazirladiktan bir stre sonra gozlenen
cokelme, istenen kalitenin saglandiginin
gostergesidir.

2- Suspansiyon flokulasyona ugradiginda,
calkalama ile yeniden dagilim kolayca
saglanir. Bu ek calkalama gerekliligi,
farmasaotik etkili siispansiyonlar icin son
derece normaldir. (Mahato, R and Narang,
A. (2018). Pharmaceutical Dosage Forms
and Drug Delivery (3rd ed.).New York:
Taylor & Francis Group, LLC.).
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Enjekte edilecek trtin miktari: 0,1 mL

ki enjeksiyon noktasi arasi mesafe: 2
cm.

Yuzun sag ve sol yaninda toplam 18 en-
jeksiyon noktasi = 1,8 ml

\ Enjekte edilecek trtin miktari: 0,05 mL
ki enjeksiyon noktasi arasi mesafe: 1cm.

«\ \Xijzijn sag ve sol yaninda, dudak uzeri,

'\ cene ve alin bélgesiyle birlikte toplam
3 enjeksiyon noktasi = 115 ml

Seans| n— oo m— Soans3

15 GUn 15 GUn

Enjekte edilecek trtin miktari: 0,05 mL
ki enjeksiyon noktasi arasi mesafe: 2 cm.

Toplam S enjeksiyon noktasi = 0,45 mL

Seans| n— oo m— Soans3
15 Gln 15 Gln
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Enjekte edilecek trtin miktar: 0,1 mL
ki enjeksiyon noktasi arasi mesafe: 2 cm.

Toplam 11 enjeksiyon noktasi = 1,1 mL.

Seans| n— Go0as m— Soans3
15 Gln 15 Gln

Enjekte edilecek trtin miktar: 0,1 mL
ki enjeksiyon noktasi arasi mesafe: 2 cm.

Toplam 11 enjeksiyon noktasi = 1,1 mL.

Seans| n— Go0as m— Soans3

15 GUn 15 GUn
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Abstract

Objective: A novel equine type | collagen treatment consisting of an intradermal injection associated with the use
of a topical mousse was developed with characteristics especially suited for global face rejuvenation. A multicenter,
investigator-initiated, open clinical trial, conducted by 6 italian centers, was carried out to evaluate the anti-age
performance of this combined treatment.

Methods: The study was conducted on 72 female healthy subjects, age range 40-65 years, asking for midface
volume restoration and presenting cutaneous aging/photoaging signs. The 1st injection treatment with the injectable
product was performed immediately after the basal evaluation (T0). Two touch-up treatments were performed after 2
(T1) and 4 weeks (T2). Collagen mousse was to be applied by the volunteers on the face (including the submental
area) twice a day, with a mild massage. Subject returned 2 (T3), 3 (T4) and 6 months (T5) after the 1st injection
treatment for the follow-up evaluation. The aesthetics results were established through the use of clinical evaluations
(Wrinkle Severity Rating Scale (WSRS), Facial Volume Loss Scale (FVLS), and wrinkles grade of the area around
the eyes (Glogau’s reference photographic scale)) and instrumental assessments (profilometry on skin replicas)
supported by photographic documentation and face volume image analysis. Secondary endpoints were tolerance
evaluation, performance duration and subjects’ efficacy judgement.

Results: The study treatment determined a very significant reduction of all clinical parameters considered
(Crows’ feet grade, FVLS and WSRS) at every study time. Profilometry on crows’ feet skin replicas and face volume
image analysis confirmed the clinical evaluation, showing a statistical/clinical significant reduction of all the
profilometric parameters (anti-wrinkle efficacy) and a consistent improvement of cheek volume (bio-revolumetric
effect).

Conclusion: Obtained results confirm the anti-aging activity of the iated (inj bl
dermal filler and topical mousse). The aesthetic performance resulted persistent up to the final follow-up visit, sign of
a long-lasting stimulating activity on cellular functionality of the associated treatment. The majority of volunteers
underlined a very marked reshaping of face contour as well as an important improvement of skin smoothness,
brightness and hydration. The study 1t was well tol d, no ur d adverse reaction related to the
tested products/injection procedure occurred during the trial.

tissues within mammalian body. The collagen superfamily comprises
28 known types, type I is the most abundant in the dermis, which
constitutes at least 80-90% of the entire collagen [5].

Keywords: Equine collagen; Dermal filler; Topical treatment; Bio
restructuration; Facial rejuvenation; Volume loss; Wrinkles

Introduction The complex three-dimensional structure of this protein, allows the
formation of a scaffold that guarantees a structural and functional
Background support to the dermis and to the overlying epidermis.

The physiological aging process, adversely affected by ultraviolet
radiation, envir I factors, ed diet, pollution and
hormonal factors, causes major changes to the skin [1,2].The loss of the
normal level of epidermis hydration is followed by major structural
alterations of the extracellular matrix (ECM), such as degradation of
collagen [1-3]. The result is severe structural and functional
impairment of the dermis, with inevitable aesthetic consequences:
sagging skin, loss of volume and deep wrinkles [4]. Collagen, a fibrous
protein of the ECM, is the predominant component of most connective

Fibroblasts are the main cell population responsible for the
production of collagen fibers, which is continuous, and is balanced by
the degradation of old collagen by metalloproteinases [6,7]. As we age
the collagen fibrils tend to “age” too, due to the formation of covalent
bonds (crosslinking) [8] within the structure that destabilize the
molecule, making it less elastic and more fragile. This process increases
also with the intense exposure to sunlight [9]. The visible results of
collagen aging is sagging skin and wrinkles, especially on the face.

] Clin Exp Dermatol Res, an open access journal
ISSN:2155-9554
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Nithya Collagen tedavisinin etkinligi ispatlanmistir...

Mikronize halde kullanima sunulan Nithya Collagen®, Tip | kolajene ait zincirin
bitliniint icerir. Ozetle, kolajenin yapisinda, eksik ya da fazla baska bir bolim
bulunmaz.

Bu dnemlidir, ciinkd enjeksiyondan sonra, sadece tum zincire sahip Tip | kolajen,
Ekstraselltiler matriksi (ECM) desteklemeye yardimci olabilir ve alerjik reaksiyon
gelistirmez.
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Uriine ait detayli aciklama ve videolara
asagidaki QR KOD ile ulasabilirsiniz.
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