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:CONTENTS OF THE CARTON: !
| SMS22: 5 packs of SMS 22-PL-3.0.1-NA (2 units), 5 x patient chart labels. 1 x Instructions for Use.:
1 SMS23: 5 packs of SMS 23-PL-3.0.1-NA (2 units), 5 x patient chart labels. 1 x Instructions for Use. |
1SMS25: 5 packs of SMS 25-PL-3.0.1-NA (2 units), 5 patient chart labels. 1 x Instructions for Use. |
1SMS26: 5 packs of SMS 26-PL-3.0.1-NA (2 units), 5 patient chart labels. 1 x Instructions for Use. |
1SMS100: 2 packs of SMS 22-PL-3.0.1-NA (2 units) plus 1 pack of SMS 23-PL-3.0.1-NA (2 units),
13 x patient chart labels. 1 x Instructions for Use.
\SMS102 3 packs of SMS 22-PL-3.0.1-NA (2 units). 3 x patient chart labels. 1 x Instructions for Use‘
|
‘NOTE. All product variants are listed. Not all variants are marketed or approved in every territory. |
! |
' INDICATIONS: United States: For export only. Not cleared for use within the USA. |
'International: Silhouette Soft is a resorbable sterile implantable single-use device intended
'to be used in adult patients for facial and neck reconstruction in the treatment of facwal
:morphologlcal asymmetry and ptosis, including but not limited to:
- the effects of facial ptosis or paralysis (e.g. Bell's palsy, benign or malignant tumours,‘
|fatrogenic injury, Varicella-zoster virus associated facial palsy, trauma, and congenital palsy). !
|- morphological asymmetry (e.g. congenital anomalies, trauma to the face or thé‘

, temporomandibular joint). |

|
| DESCRIPTION: !

1 Silhouette Softis ar implantable suspension suture for facial tissue lifting, consislind
10f a resorbable sterile monofilament USP 3-0/EP 2 size Poly L-Lactic Acid with molded cones
Imade of a resorbable material, Poly (L-lactide-co-glycolide) 82:18, affixed to it. The 30cm
Idevice (SMS 22-PL-3.0.1-NA) has 8 cones, 27.5 cm device (SMS 23-PL-3.0.1-NA & SMS
126-PL-3.0.1-NA) has 12 cones and the 26.8 cm device (SMS 25-PL-3.0.1-NA) has 16 cones;
IAll have two 12 cm, 23G straight needles attached to each end. |
:AII products are supplied sterile (EO) for single use only. |

|
'ACTIONS: I
'Silhouette Soft elicits a minimal acute inflammatory reaction in tissue that is followed by gradual
‘encapsulatlon The device is for placement in subcutaneous or soft tissue.

PRECAUTIONS FOR USE: !
The physician should be familiar with recommended techniques involving Silhouette Soft as
‘well as proper patient selection and device placement. Ensure procedure is carried out |r\‘
1a sterile environment. Knowledge of anatomy of the site to be treated and specific precaution:
1are essential in order to avoid damage to fragile structures such as nerves and blood vessels,
|Patients with extensive skin laxity, thin skin and/or severe malar fat sagging are not good
Icandidates for this procedure. Take extra precautions for patients with neurological conditions;
ITake extra care with patients who have bleeding disorders and with patients who are taking
Imedications that inhibit blood clotting (e.g. vitamin E, acetylsalicylic acid and salicylic acid
I derivatives and nonsteroidal anti-inflammatory drugs). |
! |
'CONTRAINDICATIONS: |
'Patients with foreign body sensitivity or known or suspected allergies to implant or instrument
'materials in particular plastic/biomaterial should not undergo the procedure. Do NOT use inl
‘patlenls with active sepsis or infection, active (or history of) autoimmune disease, patients
‘under 18 years of age, pregnant or breastfeeding women, or patients with limited ability oﬁ
,un-willingness to follow post-treatment recommendations. ‘
INSTRUCTIONS FOR USE: |
1 1. Ensure patients face and neck is make-up free, and clean the treatment site with amiseptic1
12. Mark the entry and exit locations where the Silhouette Soft suspension sutures are to bq
| inserted (Fig 1 shows example placement for mid face treatment).
13.  Remove sutures from protective pouch and place in sterile field using aseptic procedures |
I Warning: Sutures are double pouched and only the internal surface of the inner pouch is sterile.)
14, Administer appropriate local anesthetic on entry and exit points (Fig 2 example for mid face treatment);
15, Make a pre-incision hole with an 18G needle (not supplied) in the treatment point marked for insertion;
16. Insert one of the suture needles through the pre-incision hole to the required depth in the
I subcutaneous tissue as indicated by the black mark on the needle (Fig.3) and advance
along the pre-marked location for each suture placement exiting the skin in the desired area
(Fig 4). Run the suture through the skin by “pinch traction”.
7. The needle exits through the pre-marked exit point and then the needle may be cut off
leaving a portion of the suture exposed (Fig 5).
8. Repeat using second needle to insert the other half of the suspension suture (Fig 6-9).
9. Apply tension to the suture in place to achieve the desired lift and volume (Fig 10).
10. Trim the distal ends of the suture. It is desirable to bury the ends under adjacent, mobilized
soft tissue to avoid possible erosion of the suture through the skin. !
‘11. Repeat for each Silhouette Soft suspension suture implanted.

|
|
| POST TREATMENT RECOMMENDATIONS: ‘
1Apply cold packs immediately after procedure if required (cold packs should be wrapped tq
lavoid direct contact with skin and insertion point). Take analgesia, e.g. paracetamol, in casg
Iof pain. Refrain from applying make-up for as long as possible (minimum 24 hours). Sleep
Iface up, in an elevated position for 3-5nights. Wash, shave and dry the face gently withouf
Irubbing or massaging (5 days). Avoid excessive face and neck movements (2 weeks). Avoid
‘over -exposure to direct sunlight and do not use tanning beds (2 weeks). Avoid high impact
'sports e.g. running (2 weeks). Do not use saunas and hammams (3 weeks). Avoid dental
:surgery (3 weeks). Avoid face and neck massages and facial aesthetic treatments (4 weeks). |
|
|ADVERSE EVENTS: !
Like all procedures of this type there is a possibility of adverse events, although not everybody
‘expenences them. These adverse events include infection, minimal acute inflammatory tissue
|reaction, pain (which may be temporary or persistent in nature), swelling and oedema, transienf‘
1haematoma or bruising and transient rippling or dimple formation. Other potential adverse event:
jinclude ecchymosis, sensory/motor nerve injury, asymmetry, banding, thread migrations anj
ipalpable thread ends/knots. Material sensitivity/allergic reactions in patients following surgery
imay occur. The onset of any adverse event must be reported immediately. Please contact the
Ilocal Sinclair representative or authorised Silhouette distributor. Alternatively send the details tq
\gua\ity@smclairpharma.com |
\
‘WARNINGS
!In the handling of the suspension suture and any other suture-like material, care should be
‘taken to avoid damage from handling, if the device appears damaged prior to use, do not
use Avoid crushing or crimping damage. The superficial placement of this device may lead td
'all of the aforementioned side effects. Too deep placement of the suture (in the muscle) carl
cause pain. Do not use if the packaging is damaged or open. Although the combination use of
Sllhouene with other aesthetic procedures has been reported in literature, the safety of sucH
‘comblnanon treatments has not been formally established.
|Single use only. Re-use of this suspension suture may result in hazardou§
| biocontamination resulting in severe injury to the patient. Do not re-sterilize.
| Discard open, unused product. Product should be disposed of in a manner that complleﬁ
\Wllh the regulatory requirements of the country where it is sold.

|
\Store between 2 °C and 27 °C in a dry place out of direct sunlight. Do not use beyond the listed
Iexpiration date on package. |
‘If you have any complaints then please contact quality@sinclairpharma.com gl
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3. Siitlirleri koruyucu posetlerinden ¢ikarin ve aseptik prosediirler kullanarak steril alanai
yerlestirin. |
Uyari: Siitiirler ¢ift pogetlidir ve sadece igteki posetin i¢ yiizeyi sterildir. |

4. Girig ve ¢ikis noktalarina uygun lokal anestetigi uygulayin (Sekil 2: orta yiiz bolgesi tedavisil

I igin 6rnek). |

5. Bir 18G igne (tedarik edilmemistir) ile yerlestirme icin isaretli tedavi noktasinda bir ni

I insizyon deligi olusturun. |

6. Siitiir ignelerinden birini &n insizyon deliginden igne iizerindeki siyah isaret ile belirtileni

I sekilde subkiitan dokuda istenen derinlige dogru yerlestirin (Sekil 3) ve istenen alandal

I cillten ayrilan her bir siitiir yerlesimi icin 6nceden isaretlenen konum boyunca ilerleyim

! (Sekll 4). Siittrt “cimdikleme ile gekme” ile cilt boyunca devam ettirin.

17, igne én n isaretlenen ¢ikis noktasindan disari gikar ve daha sonra igne agikta kalan bm

I parca st birakarak ayrilabilir (Sekil 5).

18, Siuispansiyon sitirintn diger yarisini yerlestirmek Gzere ikinci igneyi kullanarak |§\emlem

I tekrarlayin (Sekil 6-9). |

19, istenen gerdirme ve hacmi elde etmek (izere mevcut siitiire gerilim uygulayin (Sekil 10). |

110. Sitiirtin distaki uglarini keserek diizeltin. Cilt boyunca siitiriin olasi asinmasindani

I kaginmak iizere uglari komsu, mobilize, yumusak doku altina gommek arzu edilr. |

:11. Implante edilen her bir Sillhouette Soft stispansiyon siitiirii iin iglemi tekrar edin. |

|

ITEDAVI SONRAS| ONERILER: |

|Gerekirse, prosedir sonrasi hemen buz kesesi uygulayiniz (buz kesesi, ciltle ve yerlestirme

Inoktast ile dogrudan temastan kaginmak tizere sariimis olmalidir). Agn durumunda analjezik biri

llag, 6rnegin parasetamol, aliniz. Olabildigince uzun stire (en az 24 saat) makyaj uygulamaktan;

Isakininiz. 3-5 gece boyunca sirtlistli ve yiiziiniz yukarl kaldiriimis bir pozisyonda uyuyunuz.|

|Ovalamadan ve masaj yapmadan nazikge yiiziiniizii yikayiniz, tras ediniz ve kurutunuz (5 giin).i

IAsIn yiiz ve boyun hareketlerinden kagininiz (2 hafta). Dogrudan giines isi§ina asir maruziyetteni

lkagininiz ve solaryum kullanmayiniz (2 hafta). Yiiksek etkili sporlardan, ornegdin kosudan,i

lkagininiz (2 hafta). Sauna ve hamamlari kullanmayiniz (3 hafta). Dis cerrahisinden kagininiz (3i

Ihafta). Yiiz ve boyun masajlarindan ve yiize ait estetik tedavilerden kagininiz (4 hafta). |

! |

ISTENMEYEN ETKILER: |

IBu tiirdeki tiim prosediirlerde oldugu gibi, herkes bunlari tecriibe etmedigi halde, istenmeyeni

letkilerin bulunma olasiligi mevcuttur. Bu yan etkiler, enfeksiyon, minimal akut enflamatuvari

Idoku reaksiyonu, agri (yapisi geredi geici veya kalici olabilen), sisme ve Gdem, gegicil

lhematom veya morarma, gegici dalgalanma veya gukur olusumunu igerir. Diger potansiyeli

lyan etkiler ekimoz, duyu/motor siniri yaralanmasi, asimetri, bant lekesi, iplerin yer degistirmesii
lve ele gelir ip uglari/digtimlerini ierir. Cerrahi islemi takiben hastada madde hassasiyeti/alerjiki

Ireaksiyonlar gergeklesebilir. Herhangi bir istenmeyen etkinin baslangici derhal raporlanmalidir.|

ILitfen Yerel Sinclair temsilcisi veya yetkili Sillhouette distribiitorii ile iletisime geginiz.i

IAlternatif olarak, detaylari quality@sinclairpharma.com ‘a génderiniz. |

! |

IUYARILAR: |

IAlet ve siitiir-benzeri herhangi bir diger madde elle kullanilirken elle kullanmadan &tiirii

lolugabilecek herhangi bir zarardan kaginmak iizere dikkatli olunmalidir. Kullanim éncesinde;

laletin hasarli oldugu goriiliirse, kullanmayiniz. Ezme veya kivirma hasarindan kagininiz. Buj
laletin ylizeysel olarak yerlestiriimesi bahsi gegen yan etkilerin tiimiine yol agabilir. Bu aletin ¢oki

Iderine yerlestirilmesi (kas icinde) agriya yol acabilir. Ambalaj hasarli veya agik ise kullanmayiniz.|

ISilhouette'in diger estetik prosedirlerle birlikte kullaniimasinin literattirde bildirilmis olmasina;

Iragmen, bu gibi kombinasyon tedavilerin giivenligi resmi olarak ortaya konmamistir. |

ISadece tek kullanim igin. Bu aracin yeniden kullanimi hastada ciddi yaralanmaya yol|

lagacak gekilde zararli biyokontaminasyona neden olabilir. Yeniden sterilize etmeyiniz. |

IAgiimig, kullaniimamig iriinii bertaraf ediniz. Uriin, satildigi ilkenin yonetmelik

‘gerekslnlmlerl ile uyumlu bir sekilde bertaraf edilmelidir. \

‘Dogrudan giines 1sidindan uzakta, 2 °C ve 27 °C arasinda kuru bir yerde saklayiniz. Ambalajw
lizerinde verilen son kullanma tarihi gegildiginde kullanmayiniz. |
IHerhangi bir sikayetiniz olmasi durumunda liitfen guality@sinclairpharma.com adresine yaziniz. |
|
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ITHANH PHAN CUA HOP:

1SMS22: 5 g6i SMS 22- PL-3.0.1-NA (2 don vi), 5 x nhan thang tin bénh nhan. 1 x Huéng dén Str dung |
gul SMS 23-PL-3.0.1-NA (2 don vi), 5 x nhan théng tin bénh nhan. 1 x Hwong dan Strdung., )
1SM: 90i SMS 25-PL-3.0.1-NA (2 don vi), 5 x nhan thong tin bénh nhan. 1 x Huéng dan St dung. .
‘SMSZS 5 goi SMS 26-PL-3.0.1-NA (2 don vi), 5 x nhan thung tin bénh nhan. 1 x Huéng dan St dung. |
|SMS100: 2 géi SMS 22-PL-3.0.1-NA (2 don vi) va 1 géi SMS 23-PL-3.0.1-NA (2 don vi), 3 x nhan
{thang tin bénh nhén. 1 x Hwéng dan St dung.

|SMS102: 3 g6i SMS 22-PL-3.0.1-NA (2 don vi), 3 x nhén thong tin bénh nhén. 1 x Huong dan St dung

LUU V: Tét ca cac dong san pham da duoc liét ké. Khong phai tat ca cac dong san phdm deu‘

‘du'crc tiép thi hodc chap thuan & moi Ianh tho.

|
'CHI DINH Hoa Ky: Chi danh cho xuat khau. Khung duoc théng quan dé st dung trong Hoa Ky.!
'Quéc té: Silhouete Soft Ia thiét bj cay ghép vo trung st dung mot Ian 6 thé phuc hoi duoc chil
'dinh st dung cho bénh nhan trwdng thanh dé tai tao khuon mat va co  trong diéu tri bat doi ang\
Ihinh thai khuon mat va Sup T mi mét, bao gom nhung khong glm han &:
I anh hwong clia sup mi mét hodc liét mat (chang han nhw rdi loan day than kinh mat (Bell’ sw
Ipalsy), khdi u lanh tinh hodc ac tinh, chan thwong do diéu tri, chizng ligt mét do vi-rat varicella- \
Izoster, chan thwung va liét bam sinh).
- hinh thai bt dbi xtng (chang han nhu dj tat bam sinh, chan thuong & mét hodc khop than
\du'cmg ham). |
\MO TA: ‘
|Silhouette Soft Ia chi cing da ty tiéu, loai md cdy dé nang mo mét, bao gom mot soi don vo‘
ftring tuw tiéu lam tir Poly L-Lactic Acid c& USP 3-0/EP2 c6 cac chop lam mau bam dugc lam,
{ttr vat liéu tu tiéu, Poly (L-lactide-co-glycolide) 82:18, gén lién véi chi. Bo chi dai 30 cm (SMS
122-PL-3.0.1-NA) c6 8 chdp, bd chi 27,5 cm (SMS 23-PL-3.0.1-NA & SMS 26-PL-3.0.1-NA) co, 12!
«chdp va b chi 26,8 cm (SMS 25-PL-3.0.1-NA) c6 16 chdp. Tt ca cc loai déu c6 hai kim thang
123G dai 12 cm gén ¢ hai dau.
Tat ca cac san pham cung cép déu dwoc vé tring (EO) va chi st dung mét 1an.

|
|
'THAO TAC: !
Sllhoueﬂe Soft gay phan (rng viém cap tinh tdi thiéu trong mo, sau d6 la qua trinh vi nang hoa‘
dan dan. Chi dwoc dat trong md dwéi da hosc mé mém.

!
I

\
‘THAN TRONG KHI SU DUNG: !
IBac s phai c6 kinh nghiém voi cac ky thuat duoc d& xuat lién quan dén Silhouette Soft, dong!
theyi ¢6 kinh ngh\em trong viéc lua chon bénh nhén va céy chi. Dam bao quy trinh dugc thuci
Ihign trong mot moi truong v triing. Can phai trang bi day da kién thirc ve cach giai phau tai vn
Itri diéu tri trén da va céc bién phap phong nglra cy thé dé tranh gy tén thuong cho céc caul
ltric mong manh nhw day than kinh va mach mau. Cac bénh nhan c6 da bi nhao & murc cao,|
Ida mong va/hoac chay x& m& ma nghiém trong knong phai la ddi twong thich hop cho thy,
Ithuat nay Déc biét can trong véi cac bénh nhan mac céac bénh trang lién quan dén than klnh |
ICham soc thém cho nhitng bénh nhan bi rdi loan chay mau va bénh nhan dang dung thudc
\chong dong (vi dy: vitamin E, acid acetylsalicylic, cac dan xut cla salicylic acid va cac thudc,
\chong viém khong steroid). |
(CHONG CHI DINH: !
‘Khong nén tién hanh th thuat Vi cac bénh nhan nhay cam voi vat la hodc bi di ing hodc nghl
\ngd bi di (rng voi vat liéu cay ghep hodc céc vat liéu cta dung cu, dac biét la nhia/vat liéu smn
thoc. KHONG st dung doi voi cac bénh nhan dang bi nhiém khuan huyét hoac nhiém trung
(dang mac (hodc cd tien sir mac) bénh tu mién dich, cac bénh nhan dugi 18 tudi, phu ni dang
\mang thai hogc cho con bu, hoac cac bénh nhan co kha nang han ché hoic khong san sang
tuan thd theo cac khuyén céo sau diéu tri.
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