INSTRUCCIONES DE USO DE LA SUTURA DE ALGODON
SUTURA TURIRGICA D ABSORBIELE
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INDICACION
La Sulura da Algodin es ndicada p aptmnmy‘n‘uigalimmtuﬁuhlmtbaun
geseral, incluyands el usa en procedimisnios gastrointestinales. cuficulares y odomiolSgicos.

ACCIONES
La Sutura de Algodon provoca reaccidn inllamatona modarada en os iepdos, sequida da una
encapsailacktn pradual del hilo por el tajdo consctiv fibrmso

CONTRAINDICACIONES
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CUIDADOS
Los usuarics deban astar Eamilianzadas oon los Iaros f [as enicas quiningicas. que
impfican las suturas ro absorbibles, apdes da ia Suiura da Akjoden para hecar el ceme
de heridas, wqwdmmd&hmmmmthﬂamwd&mmndﬂun
di |a aplicaciin y o matenal de situra uslizads. Como oourme con cunlguler Cusma ailmio, &
profangada de cualguier sulura con saluciones salinas, tales como las ancontradas
en los iractos o billanes, puede reasultar én la formacion de calcuio. Deben sequirse las
quirdrgicas scaptabies pars of ratamiento de hendas infecindas o contaminadas. La
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Hrcrica adoplada por el cingano, E amaio y o dismabm de la sulura y & agajs usados para
cada bpo nlervencion guinargica san definidos par e aritenio médico,

REACCIONES ADVERSAS
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PRESENTACION

La Sutura da Algodén se suminisia en fzs coms negra, azul o banca, an sobres estérles, &n
o8 dumedos SP-t-ﬂhamthrnéu‘lnu'IEhlmjﬁranauwmhﬂmu
prassiablacidos, sin agu= o encasiradala , de aduerta con & procedimesnta quird
asaruflizada; en cajas con 12 24 o 36 umid;

VALIDEZ
Cincoafios & parir dela kacha de fabricacidn. Vide cajs e sobre,

CAJA CON T2(DOCE), 2VEINTICUATRO] O 3B(TREINTA ¥ SEIS) SDBRES.
PRODUGTD DE USD UNICO - DESECHE LAS S0BRAS ABIERTAS Y NO UTILIZADAS
N0 REESTERILICE - ESTERIL - PROHIBIDO REPROCESAR - DESTRUIR DESPUES DEL LSO
METODO0 DE ESTERILIZACION: RADIACION GAMA ¥ 0XIDD DE ETILEND

BRASUTURE IND.CORLIMP. EXP. LTDA,
INCALISTRIA BRASILERA | MARCA REGISTRADA
Flua Vereador Josd Vasconcelios dos Rem, n® 642 - Distko kndusinal
CEP 13790H00 - 50 Sebastifio da Grama - 5 - Brand
CHPJ DEITAB420M01-20 - Faboca; Tel.- 55 19 346-T300
Responsable Tacnicor MARMA GL CORST- CRASP 04 142

REGISTRO ANVISA N*:
ALGODGN TORCIDD SIN AGUJA: 10372360021
ALGODON TORCIDO CON AGUJA: 10372360008

INSTRUCTIONS FOR USE DF TWISTED COTTON SUTURE
NN ABSOREABLE SURGICAL SUTURE

DESCRIPTION
Twisted Catton Suture is a symihatic, twisted, sters, and non absarbable surgical suture Mis
Trom lang fibars of cofion Nower and has polyestsr monofiaments i fheir cones to lead
16 @ minge fissus reaction and improve salaly in fesue approxmation. Twisted Cattan Sulum is
subecl o 8 coabing prooess : wil mixture, Twisted Coban Suture are available
dyed blue and biack lor goad Iy wn fissue or urdyed, whits, Twited Cotton Suluss mests
such spacifications Bs sel forih for Won Absorbable Sungical Subures by the: Braziisn
Pharmacoposia, by the Upited Sitates Pharmacoposa (USP), by the European
Prarmacopoesa and for tha ASNT notm NBR 13804 - Filaments far Surgical Sutures. B can ba
sturitzad by Gamima Radiations or ity Cxide.

INICATION
Twisted Catton Sutune & indicabed far use in geneml solt issus approximation andior hgation,
inckidng use in g asnoanesting, cutcular and denta procadunes

ACTION
Twisied Cofon Suture slicts & moderate acubs infammatcry reaction in issue, inliowed by &
graduat encapsulation of the subure by fibnous connective tissue

CONTRAINDICATION
Due io the gradual ioes of tensie strenpth, which may occur over prodanged periods ir wva,
Twisted Catton Suture should not be wsad where permanant retention of fensila strength is
reuined
WARNINGS
Usars should be famillar with surgical procedures and tachniques involving non absorbable
Sulurgs bafore amploying Twisted Cofton: Suture kor wound closun, as the sk of wound
dehiscence may vy wilh the site of apalication and the sulure material used. As which any
foredgn body, protonged contact of any suture with 5a% sakations, such as thase found in the
urinary or biiary rects. may resull in calcul formation, Acceptabie surgical practice should be
Tullw‘a-d for the undar surgecn’s orieptation according bo appicabla surgical
hd'n'mnmdﬂsl'mldm;-bummmny paapin. (Do pot ise the swuure o
ather purposes, il e ome indicated by (he manul . Whigr hangling this-subite ba tire
of it s . Acceplable surgical pracica should be followed for the management of
of contamenated wounds. Do not re-stenlize. DHscard the cpen and urused packs
Discard aft over Do notuse if packing i viclated ar damp. Donod use the h-eym:ﬁ':
validity period. Ellhp-:ual ol used sufures: Rk of bishogical | - adopt inbarnal
dispasal peccadures, taking inso account fhe sk of biskegical contamination. Disposal of ysed
smnmm-amp m&mmﬂummﬁh-nmﬂmﬂmﬂl procackngs
for periorating and cutting
PRECAUTIONS : :
I handiing this or ang other surgical sullm, cams should be (akan 1o wveid damaps from
handing crush nr{:nmpmgmlmga hmmnfmmmmmau
foeceps :tm-&hnl Breking of reedles 8 10 ke & longear time,
additional fumnmaunhmmmmw fe
mmmnmmwmmm Lisers mus| be canshul
whish handiing surgical neadies 1 Suoid undssirbla perforations. Jisposs used nasdles in
recipients fr polentially contaminabed maierial

USE

Uz the nacessary smound of sulume in il with the aeraion of iha surglcal woond and
the technique adopied by the surgeon sie and dameater of suture snd the needle w=ad for
aach bype of surgical inlensention are defined as per medical aitena

ADVERSE REACTIONS

Arvarse efiects associsted with the e of this devica inclede: gradual loss of ersile strengdh
vt fima, 'wound dehiscence, nfaclion, moderate milammatory lisswe reaction, ansiton loeal
irrilatian al e wourd see, calcull lemmation in unnary and bliary racls when prolanged contact
with 58 solalions such a3 wine and bile cccurs.

ETORAGE AND TRANSPORTATION

Tr e sioee e productin rmrlim

Wm*s'cm C{5%F
] |, profected from direct surdght idity and dust
HOW SUPPLIED

Twisted Cotton Subure is supplied in biue, bisck or while colors, in-slerils snvelopes, in US P
sizag 440 through 0 (metric sizes 1 § throught 3.5). Sulure i supplisd in pra-asiablished
fangths, without needle ar atteched with 01 non traumatic needie, according 1o sach typa al
SuUrgica ntarvention; in boxes wih 12, 24.of 36 units

EXPIRATION
Fitve years from manutactunng date. Ses box and savelope

PACKAGES WITH 12 (TWELVEL 24 [TWENTY FOUR] OR
36 [THIRTY S1%) UNITS OF STERILE ENVELOPES,
SENGLE USE PRODUCT - DESCARD ANY OPEN AND NOT USED TAPES
D0 NOT RE-STERILIZE - STERILE - REWSE 15 FORBIDDEN - DESTROY AFTER USING
STERILIZATION METHOD: GAMMA RADIATION OR ETHYLENE OXIDE

BRASUTURE IND. COM. IMP. EXP, LTDA,
TRALE MARK | MADE [N BRAZIL
Run Veruadir Josi Vastoncelion dos Rois, n.” 642 - Digrio industrial
CEP 13790000 - S50 Setwstibo da Grama - 5P - Brasl
CHPJ 2370549000120 - Fabrica: Tal: 5519 3548-7300
Tichnical Rusponsdsly: MARINA GI. CORSI - CRFSP 84,142

REGISTRO ANVISA N*:
TWISTED COTTON SUTURE NO NEEDLE: 10372360021
TWISTED COTTON SUTURE WITH NEEDLE: 10372360008




