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DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 100cm
USP SIZE 4-0 (VIOLET) 26mm 1/7
CIRCLE ROUND BODY /T.p NEEDLE
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75¢m
USP SIZE 4-0 (VIOLET) 40mm 1/2
CIRCLE ROUND BODY /T.p NEEDLE

DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCs X 45¢m

13908-
Polyglycolic
acid Suture

DC40HR26-100 8684154209599 DAMACRYL

13908-
Polyglycolic
acid Suture

DC40HR40 €398

8684154209605 DAMACRYL

13908-

DC50DS12-45 399 [
- 8684154209612 USP SIZE 5-0 (VIOLET) 12mm 3/ P".'c‘,’gs'ytco"c
CIRCLE REVERSE CUTTING NEEDLE RO re
DAMACRYL: PGA BRAIDED S
ABSORBABLE SUTURE 1PCS X 75¢m -
DC50DS1 )
0DS15 €400 8684154209629 USP SIZE 5.0 (VIOLET) 15mms a1 aP;l;lgslytcorl::
CIRCLE REVERSE CUTTING NEEDLE Hid
DAMACRYL: PGA BRAIDED B
ABSORBABLE SUTURE 1PCs X 75cm -
DC50HR15 C 8684 j
401 684154200636 USP SIZE 5.0 (VIOLET) 15 1 DAMACRYL :Zgilzfﬁrl:

CIRCLE ROUND BODY / T.P NEEDLE
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75¢cm
USP SIZE 5-0 (VIOLET) 15mm 1/2
CIRCLE REVERSE CUTTING NEEDLE
DAMACRYL: PGA BRAIDED

13908-
Polyglycolic
acid Suture

8684154209643

DC50HS15
DC50HR27
DC60HR12
DC00-1x360
DC01-1x360

13908-
ABSORBABLE SUTURE 1PCS X 75cm ;
8684154209650 Polyglycolic
USP SIZE 5-0 (VIOLET) 27mm 1/2 acid Suture

CIRCLE ROUND BODY /T.P NEEDLE
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75cm
USP SIZE 6-0 (VIOLET) 12mm 1/2
CIRCLE ROUND BODY /T.P NEEDLE
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 360cm
USP SIZE 0 (VIOLET) WiTHOUT
NEEDLE
DAMACRYL: PGA BRAIDED

13908-
Polyglycolic
acid Suture

8684154209667

13908-
Polyglycolic
acid Suture

8684154214258

13908-

ABSORBABLE SUTURE 1PCS X 400¢m .
DAMACR Polyglycol

8684154214265 USP SIZE O (VIOLET) WiTHOUT AMAC ag(}'i:fur:

NEEDLE
DAMACRYL: PGA BRAIDED

13908-

ABSORBABLE SUTURE 1PCS X 360¢cm .
DAMACRYL Polyglycolic

868415421427 USP SIZE 1 (VIOLET) WITHOUT ad;'gsl‘j'mre

NEEDLE
DAMACRYL: PGA BRAIDED

ABSORBABLE SUTURE 1PCS X 75¢cm 13908- .
DCO2HRH50 8684154214289 USP SIZE 2 (VIOLET) 50mm 1/2 DAMACRYL Pollyglycollc
CIRCLE TAPER POINT (HEAVY) acid Suture
NEEDLE
DAMACRYL: PGA BRAIDED 13908- iass
ABSORBABLE SUTURE 1PCS X 75cm GMD DAMACRYL Polyglycolic 60
DCO2HR37 C409 | 8684154214296 USP SIZE 2 (VIOLET) 37mm 1,2 i i
CIRCLE ROUND BODY / T.P NEEDLE
DAMACRYL: PGA BRAIDED —
ABSORBABLE SUTURE 1PCS X 90cm _ Class o
lycolic
1/2 GMD | DAMACRYL | Polygly n
- 1 8684154214302 USP SIZE 2 (VIOLET) 37mm .
e S CIRCLE TAPER POINT (HEAVY) acid Suture
NEEDLE
DAMACRYL: PGA BRAIDED 13908- s
ABSORBABLE SUTURE 2PCS X 70cm GMD | DAMACRYL | Polyglycolic o 60
DC00-2X70 ca11 8684154214319 USP SIZE 0 (VIOLET) WITHOUT o
NEEDLE
DAMACRYL: PGA BRAIDED 13908- Class
ABSORBABLE SUTURE 1PCS X 360cm GMD DAMACRYl Polyglycolic iit 60
DC03-1X360 Ca12 8684154214326 USP SIZE 3 (VIOLET) WITHOUT 3
NEEDLE IT(‘
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DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75¢cm 13908- -
DCO1HRH45 ca13 8684154214333 USP SIZE 1 (VIOLET) 45mm 1/2 GMD | DAMACRYL | Polyglycolic IEI'ISS 60
CIRCLE TAPER POINT (HEAVY) acid Suture
NEEDLE
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75cm 13908- -
DCO1HRH36 ca14 8684154214340 USP SIZE 1 (VIOLET) 36mm 1/2 GMD DAPAACRYL Polyglycolic i 60
CIRCLE TAPER POINT (HEAVY) acid Suture
NEEDLE
DAMACRYL: PGA BRAIDED e
ABSORBABLE SUTURE 2PCS X 75¢m o Class
DC20-2X75 ca15 8684154214357 USP SI26 20MOLET) WHTHOLY GMD | DAMACRYL qu:j/gsly;:o:: 5 60
NEEDLE aclguty
DAMACRYL: PGA BRAIDED 13908
ABSORBABLE SUTURE 5PCS X 75¢m " Class
DC30-5X75 ca16 8684154214364 USP SIZE 3.0 (VIOLET] WITHOUT GMD | DAMACRYL ::Il;lgsly:l?:: > 60
NEEDLE 4
DAMACRYL: PGA BRAIDED —
ABSORBABLE SUTURE 1PCS X 75¢m : Class
DC30HR 17 84154214371 D
C30HR27 ca 868415421437 USP SIZE 3.0 (VIOLET) 27mm 1/ GM DAMACRYL :3.'5@2531'5 o 60
CIRCLE ROUND BODY /T.P NEEDLE
DAMACRYL: PGA BRAIDED —_—
ABSORBABLE SUTURE 1PCS X 75cm ! Class
DC40DR19 ca18 8684154214388 | 00 40 (VIOLET) 19mm 3/8 GMD | DAMACRYL zgzgslz:::.: i 60
CIRCLE ROUND BODY /T.P NEEDLE
DAMACRYL: PGA BRAIDED —
ABSORBABLE SUTURE 1PCS X 75¢m , Class
DC50DS12 €419 8684154214395 | "0 5.0 (VIOLET) 12mm 3/8 GMD | DAMACRYL Zzllzgslz(tizlr:: " 60
CIRCLE REVERSE CUTTING NEEDLE
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 40cm 13908-
5 _ |
DCSOS_SIOMG 3 €420 8684154214401 |  USP SIZE 8-0 (VIOLET) 6.5mm 3/8 GMD | DAMACRYL | Polyglycolic CITISS 60
CIRCLE SPATULA MICRO POINT acid Suture
DOUBLE NEEDLE
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 45¢m 13908-
Dcsovg hAG-D: ca21 8684154214418 USP SIZE 6-0 (VIOLET) 6mm 1/4 GMD | DAMACRYL | Polyglycolic C'ITISS 60
CIRCLE SPATULA MICRO POINT acid Suture
DOUBLE NEEDLE
DAMACRYL: PGA BRAIDED P
ABSORBABLE SUTURE 1PCS X 300cm _ Class
‘ RYL | Pol
DC00-1X300 ca22 8684154208899 USP SIZE 0 (VIOLET) WITHOUT GMD | DAMACRYL a:i ng'lﬁfl': i 60
NEEDLE
DAMACRYL: PGA BRAIDED —
ABSORBABLE SUTURE 1PCS X 250cm Class
DC30- 4 i
C30-1X250 ca23 8684154208950 USP SIZE 3.0 (VIOLET] WITHOUT GMD | DAMACRYL | Polyglycolic i 60
acid Suture
NEEDLE
DAMACRYL: PGA BRAIDED 15505,
ABSORBABLE SUTURE 1PCS X 75¢m _ Class
DCOODS26 ca24 8684154208233 USP SIZE O (VIOLET) 26mm 3/8 GMD | DAMACRYL Zgzgslziglf i 60
CIRCLE REVERSE CUTTING NEEDLE
DAMACRYL: PGA BRAIDED S0E:
ABSORBABLE SUTURE 1PCS X 75¢m Class
" '
COOHS26 ca25 8684154208240 USP SIZE O (VIOLET) 26mm 1/2 GMD | DAMACRYL Pzilzgslzll(t:olg: b 60
CIRCLE REVERSE CUTTING NEEDLE g Y
DAMACRYL: PGA BRAIDED p—
ABSORBABLE SUTURE 1PCS X 75cm . Class
DC40HS16 ca26 8684154208257 | " U SOIVIOLET) 16mm 172 GMD | DAMACRYL ::Ilzgsly:l?:le(: i 60
CIRCLE REVERSE CUTTING NEEDLE =
DAMACRYL: PGA BRAIDED —
ABSORBABLE SUTURE 1PCS X 75¢m _ Class
DC30HR16 c427 8684154208264 | " (VIOLET) 16mm 1/2 GMD | DAMACRYL z:zgslm?:: Ay 60
CIRCLE ROUND BODY /T.P NEEDLE N
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DAMACRYL: PGA BRAIDED —
ABSORBABLE SUTURE 1PCS X 75¢m | Class
DC30HS20 ca28 8684154208271 | "2 B VIOLET) 20mm 32 GMD DAF/IACRYL Polyglycolic o 60
CIRCLE REVERSE CUTTING NEEDLE seid Suture
DAMACRYL: PGA BRAIDED -
ABSORBABLE SUTURE 1PCS X 75cm ! Class
DC30HS16 €429 8684154208288 | °\ U (VIOLET) 16mm /2 GMD | DAMACRYL | Polyglycolic E 60
CIRCLE REVERSE CUTTING NEEDLE acid Sutiire
T D |
1! X 75cm " Class
DC50HS16 €430 8684154208205 | "\ VIOLET) 16mm 1/2 GMD | DAMACRYL | Polyglycolic 5 60
CIRCLE REVERSE CUTTING NEEDLE acld Suture
DAMACRYL: PGA BRAIDED F——
ABSORBABLE SUTURE 1PCS X 75cm , Class
DC50HS20 ca31 8684154208301 | " LU (VIOLET) 20mm 1/2 GMD | DAMACRYL | Polyglycolic - 60
CIRCLE REVERSE CUTTING NEEDLE #eld Suture
gAM:CRYL: PGA BRAIDED ey
ABSORBABLE SUTURE 1PCS X 75cm | class
DCO3HR48 ca32 8684154208400 USP SIZE 3 (VIOLET) 48mm 172 GMD | DAMACRYL | Polyglycolic " 60
CIRCLE ROUND BODY / T.P NEEDLE arid Suture
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75cm 13908- .
DC30HR26-D 433 8684154208554 |  USP SIZE 3-0 (VIOLET) 26mm 1/2 GMD | DAMACRYL | Polyglycolic s 60
CIRCLE ROUND BODY /T.P DOUBLE acid Suture
NEEDLE
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75cm 13908- s
DC50DSPR19 c434 8684154208868 |  USP SIZE 5-0 (VIOLET) 19mm 3/8 GMD | DANMIACRYL | Polyglycolic i 60
CIRCLE REVERSE CUTTING (PRIME acid Suture
POINT) NEEDLE
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75cm 13908- s
DC40DSPR19 ca3s 8684154208875 |  USP SIZE 4-0 (VIOLET) 19mm 3/8 GMD | DAMACRYL | Polyglycolic i 60
CIRCLE REVERSE CUTTING (PRIME acid Suture
POINT) NEEDLE
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75cm 13908- s
DC30DSPR25 436 8684154208882 |  USP SIZE 3-0 (VIOLET) 25mm 3/8 GMD | DAMACRYL | Polyglycolic n 60
CIRCLE REVERSE CUTTING (PRIME acid Suture
POINT) NEEDLE
DAMACRYL: PGA BRAIDEDO — j
ABSORBABLE SUTURE 1PCS X 90cm . ass
DCS0HR26-90 c437 8684154208103 | "\ oE T CIBLET] 26mm 112 GMD | DAMACRYL | Polyglycolic i 60
CIRCLE ROUND BODY /T.P NEEDLE s
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75¢m 13908- -
DCOOHC26 €438 8684154214739 USP SIZE O (VIOLET) 26mm 1/2 GMD | DAMACRYL | Polyglycolic - 60
CIRCLE NORMAL CUTTING EDGE acid Suture
NEEDLE
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75cm 13908- s
DC20HC26 c439 8684154214760 |  USP SIZE 2-0 (VIOLET) 26mm 1/2 GMD | DAMACRYL | Polyglycolic o 60
CIRCLE NORMAL CUTTING EDGE acid Suture
NEEDLE
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75cm 13908- _—
DC30HC16 C440 8684154214777 |  USP SIZE 3-0 (VIOLET) 16mm 1/2 GMD | DAMACRYL | Polyglycolic i 60
CIRCLE NORMAL CUTTING EDGE acid Suture
NEEDLE
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75cm 13908 .
DC30HC20 casa1 8684154214784 |  USP SIZE 3-0 (VIOLET) 20mm 1/2 GMD | DAMACRYL | Polyglycolic = 60
CIRCLE NORMAL CUTTING EDGE acid Suture
NEEDLE
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DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75¢m 13908-
DC50HC20 ca42 8684154214791 USP SIZE 5-0 (VIOLET) 20mm 1/2 GMD | DAMACRYL | Polyglycolic | C12% 60
CIRCLE NORMAL CUTTING EDGE acid Suture i
NEEDLE
DAMACRYL: PGA BRAIDED
ABSORBABLE SUTURE 1PCS X 75¢cm 13908- |
DC50HR16-D ca43 8684154214913 USP SIZE 5-0 (VIOLET) 16mm 1/2 GMD | DAMACRYL | Polyglycolic | €15 60
CIRCLE ROUND BODY DOUBLE acid Suture i
NEEDLE
DAMACRYL: PGA BRAIDED P
ABSORBABLE SUTURE 7PCS X 75cm - Class
DC20-7X75 i
ca44 8684154214944 USPSIZE 240 {MIOLET) WITHOUT GMD | DAMACRYL Po_xggsly:onc " 60
NEEDLE acl uture
DAMACRYL: PGA BRAIDED 0
ABSORBABLE SUTURE 1PCS X 75cm o Class
DCO2HRT45 cas 684154 i
5 8684154215019 USP SIZE 2 (VIOLET) 45mm 1,2 GMD | DAMACRYL Po.l;/gsly::ollc " 60
CIRCLE TAPER CUT NEEDLE AT tlre
DAMACRYL: PGA BRAIDED .
ABSORBABLE SUTURE 1PCS X 75¢m o Class
DCO1HR31 ca46 8415421 i
CORALaRs USP SIZE 1 (VIOLET) 31mm 1/2 GIID || BAMISCRINL. Zgl'ggs'ﬁg'r': It &
CIRCLE ROUND BODY / T.P NEEDLE
DAMACRYL: PGA BRAIDED R
ABSORBABLE SUTURE 1PCS X 75¢m ) Class
DCOOHR31 ca47 8684154215033 USP SIZE O (VIOLET) 31mm 12 GMD | DAMIACRYL Z?.'ng'ﬂiﬁ'rf i 60
CIRCLE ROUND BODY / T.P NEEDLE
DAMACRYL: PGA BRAIDED —
ABSORBABLE SUTURE 10PCS X 75cm ) Class
DC40-10X75 ca48 8684154215842 USP SIZE 4.0 (VIOLET) WITHOUT GMD | DAMACRYL :gllggslzlel‘: m 60
NEEDLE
DAMACRYL: PGA BRAIDED —
ABSORBABLE SUTURE 1PCS X 75¢m _ Class
DC50HR19 ca49 8684154215850 | "Ll (VIOLET) 19mm /2 GMD | DAMACRYL Z?.'ng'ﬁiﬁlf i 60
CIRCLE ROUND BODY /T.P NEEDLE
DAMACRYL: PGA BRAIDED —
ABSORBABLE SUTURE 1PCS X 75¢cm ! Class
DCO1HS35 €450 8684154215927 USP SIZE 1 (VIOLET) 35mm 172 GMD | DAMACRYL l:gllzgslz:lcj:z: = 60
CIRCLE REVERSE CUTTING NEEDLE
DAMACRYL: PGA BRAIDED ——
ABSORBABLE SUTURE 1PCS X 75¢cm _ Class
DC30HS30 cas1 8684154215034 | " (VIOLET) 20men 12 GMD | DAMACRYL zzlzgslmrec i 60
CIRCLE REVERSE CUTTING NEEDLE
DAMACRYL: PGA BRAIDED S,
ABSORBABLE SUTURE 1PCS X 75cm 1 Class
DC60DS10 cas2 8684154216078 | " 'l (VIOLET) 10mm 3/ GMD | DAMACRYL zgzilz:s:: " 60
CIRCLE REVERSE CUTTING NEEDLE
DAMACRYL: PGA BRAIDED —
ABSORBABLE SUTURE 1PCS X 75¢cm ) Class
DC30DS23 453 8684154216085 | " (VIDLET) 35min 378 GMD | DAMACRYL 223‘2&3:]: " 60
CIRCLE REVERSE CUTTING NEEDLE
DAMACRYL: PGA BRAIDED —
ABSORBABLE SUTURE 1PCS X 75cm ) Class
DC20D522 cas54 8684154216002 | " [VIOLET 22mm 3/8 GMD | DAMACRYL Z?.'ng'liﬁi'.f 0 60
CIRCLE REVERSE CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE ——
SUTURE 1PCS X 75¢m USP SIZE 0 . Class
I I 6
JCOM40 1001 8681677072976 ROSEETL O L/ CIRLE ROBND S&J S&J Z?.Zi'ﬁ?ﬁr': i 0
BODY / T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 1 ) Class
Polyglycol 6
JC1M40 1002 8681677072983 AHIOLET AGnm 42 CIRCLE ROUNG s&J S&J agi ggs ﬁﬁﬁr'ec i 0
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE -
SUTURE 1PCS X 75cm USP SIZE 1 L
JCIM30 1003 8681677072990 (VIDLET) 30mm 2/2 GIRCLEABUND S&J“‘{; 60
BODY /T.P NEEDLE TL
TAS
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Damacryl
PGA ( Absorbable Issue Date | 21.07.2023
and PGA ( ) g 07.
S&J: PGA BRAIDED ABSORBABLE 13508
SUTURE 1PCS X 75cm USP SIZE 2 - Class
JC02M40 1004 1 i
8681677073003 (VIOLET) 40mm 1/2 CIRCLE ROUND S&J S&J PO'IZSSWEOIIC i 60
BODY /T.P NEEDLE aeil stitre
S&J: PGA BRAIDED ABSORBABLE e
SUTURE 1PCS X 75cm USP SIZE 0 ¥ Class
JCOM45 1005 167 i
SateraTane (VIOLET) 45mm 1/2 CIRCLE ROUND =l S P°,';'g;y:°"c i ad
BODY /T.P NEEDLE seldagtine
S&J: PGA BRAIDED ABSORBABLE m—
SUTURE 1PCS X 75cm USP SIZE 1 - Class
JCIM45 1006 8681677073027 i
0 (VIOLET) 45mm 1/2 CIRCLE ROUND mal - P°i':gs'yg°:'c Il &0
BODY /T.P NEEDLE acid suture
S&J: PGA BRAIDED ABSORBABLE 13908-
SUTURE 1PCS X 75cm USP SIZE 2 Class
JC02MS50 7 7 ;
100 8681677073034 | /o) ry o 1/2 CIRCLE ROUND S&J S8 :glzgslyiohc e 60
BODY /T.P NEEDLE (GBREIE
S&1J: PGA BRAIDED ABSORBABLE s
SUTURE 1PCS X 75¢m USP SIZE 2-0 - Class
JC2M26 J 167707 i
008 8681677073041 | L1 D 172 URCLE ROUND S&J 5&J p;lzily:o:.c " 60
BODY /T.P NEEDLE s
S&J: PGA BRAIDED ABSORBABLE -
SUTURE 1PCS X 75cm USP SIZE 2-0 Class
2M2 i
JC2M20 1009 8681677073058 | P ot el s&J 58J :S.IZ%ZZ?:: o 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE -
SUTURE 1PCS X 75cm USP SIZE 3-0 | Class
JC3M16 1010 8681677073065 | 110\ e e 172 UIRCLE ROUND s&J 58 Zgllggslglc::: o 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE 13908,
SUTURE 1PCS X 75cm USP SIZE 3-0 L | Class
JC3M20 Jo11 8681677073072 | 00 o2 omm 1/2 CIRCLE ROUND S&J 58 :gllzgslz;:z:l: I 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE ——
SUTURE 1PCS X 75cm USP SIZE 4-0 I | Class
ICaM16 J012 BBRIETIONIONG | 1o ey CiROIE ROGND S&J 58, Zgltggslzsglr: - 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 4-0 | Class
S I
Jcam12 J013 SBBIETIOTIEG | onoyems vomemis 12 CIRCLE RGUKD S&J & Zgggslz:glru: o 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE e
SUTURE 1PCS X 75cm USP SIZE 0 ) | Class
& Polyglycol 60
Ll 020 8681677073690 | \\/|0LET) 40mm 3/8 CIRCLE REVERSE | & a;;gszizr'ec M
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE S
SUTURE 1PCS X 75cm USP SIZE 2 | Class
3 P |
JCO2K40 J031 8681677073706 (VIOLET) 40mm 3/8 CIRCLE REVERSE S&J &) agilzgslﬁgr:: i 60
CUTTING NEEDLE
S8J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 6-0 | Class
Polyglycol
JC6K13 1044 8681677076554 | (11 €1 13mm 3/8 CIRCLE REVERSE | 5% &) agi ggs Z;:Sruec I 60
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE f—
SUTURE 1PCS X 75cm USP SIZE 3-0 | Class
JC3K26 1048 8681677074901 | ) e semm 3/8 CIRCLE ReveRse | 5% &l Zgllggslz(tzjlrlec i 60
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE L —
SUTURE 1PCS X 75cm USP SIZE 2-0 | Class
C2K26 1049 8681677074918 | U o e 3/8 CIRCLE ReveRse | S8 SR Z?.'ng'ﬁfﬁlf o 60
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 3-0 | Class
Polyglycol : 60
JC3M26 1050 BABISTITORE | \oroxem sEcamin fOIRELE RELD s&J i olyglycoli A
BODY /T.P NEEDLE R RN T RNOA S
> T
0 B
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Damacryl
PGA ( Absorbable S
and PGA ( ) Issue Date | 21.07.2023
S&J: PGA BRAIDED ABSORBABLE 13508
SUTURE 1PCS X 75cm USP SIZE 4-0 - al
JCaM20 Jos1 8681677074 i -
932 | (VIOLET) 20mm 1/2 CIRCLE ROUND s& ae Polyglycolic 1 60
BODY /T.P NEEDLE acid Suture
S&J: PGA BRAIDED ABSORBABLE S—
SUTURE 1PCS X 75¢m USP SIZE 1 ; cl
JC1K40 1052 868167707494 i o
9 | (VIOLET) 40mm 3/8 CIRCLE ReveRse | 5% ol P°.'§g'y°°"° 1 60
CUTTING NEEDLE acidSature
S&J: PGA BRAIDED ABSORBABLE e
SUTURE 1PCS X 75¢m USP SIZE 0 = Class
JCOMS50 J053 8681677074970 i
(VIOLET) 50mm 1/2 CIRCLE ROUND & i P°,Z‘§'V°°"° I &0
BODY /T.P NEEDLE acld Suture
S&J: PGA BRAIDED ABSORBABLE 13908
SUTURE 1PCS X 75cm USP SIZE 2-0 i Class
JC2M40 1056 868167707508 i
075083 | (VIOLET) 40mm 1/2 CIRCLE ROUND S8 p&J P°,Z”3é'y°°"c Il &
BODY /T.P NEEDLE acie.Suture
S&J: PGA BRAIDED ABSORBABLE .
SUTURE 1PCS X 75cm USP SIZE 3-0 3 Class
JC3M30 1057 8681677075 j
0% | (VIOLET) 30mm 1/2 CIRCLE ROUND | S& e P°,'Zg5'y:°"c I o
BODY / T.P NEEDLE acldsuflre
S&J: PGA BRAIDED ABSORBABLE -
SUTURE 1PCS X 75cm USP SIZE 6-0 - Class
JC6M13 1058 86816770751 5 i
81677075106 | \\/|0LET) 13mm 1/2 CIRCLE ROUND o e ZS}Z’?ZES:‘; M L
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE o
SUTURE 1PCS X 75cm USP SIZE 1 | Class
IC1K50 1059 8681677075113 | ) ervcomm 3/8 CIRCLE Reverse | 5% 58, Pgilggslyiglrlc i 60
CUTTING NEEDLE AbidouRre
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 4-0 | Class
JcaM26 J071 8681677075250 | 110\ e 2 173 CIRCLE Rounp | S &J z:llzgslztlc;:l: o 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE 13908
SUTURE 1PCS X 75¢m USP SIZE 6-0 ) g Class
JC6M16 1072 8681677075267 | U0 o) 16mm 1/2 CRCLE ROUND | & $&J I;glcy‘lgslz;?::: - 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE O ) | Class
JCOK50 1080 8681677075120 | o) e B ORCLE Reverse | S & zgllggslzfc:zl: i 60
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE O | Class
7 g Polyglycolic 60
JCOM35 1083 SBRUETIOTSIIY | inc el Smers R CHCIEROEND | & aZZi ﬂfur'e il
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE o
SUTURE 1PCS X 75¢m USP SIZE 0 | Class
JCOM48 1096 BEBIGTIONSALY | o ooy pacimoie vouns: | 58 &) ZS.,ngIZ:Slrf 0 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE 13908,
SUTURE 1PCS X 75cm USP SIZE 2-0 | Class
JC2M30 1099 BB1677075441 | 110 em a0 1/2CRCLEROUND | B s&J Zgzgslz;c::: = 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE T
SUTURE 1PCS X 75cm USP SIZE 5-0 | Class
JC5K16 1100 BBRIBTROTSA58 | wioemyd6mm S8 CIRGLE REVERSE | s&J Zglizgslm:glr.: = 60
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE .
SUTURE 1PCS X 75cm USP SIZE 5-0 | Class
JC5M16 1101 8681677075465 | ') er temm 173 CIRCLE RouND | 5% SgJ Z?.'Z‘i'liﬁlf i 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE S
SUTURE 1PCS X 75cm USP SIZE 4-0 | Class
lycol 60
JCaK20 1102 BBSUBPIUISARE, | oy e apior ot cinclEpeeenss | 980 SRl :Zilgyig ycolic i
CUTTING NEEDLE SHS-aire
‘:‘,AI:II 41 VE TICAKRL
ELL) 0Osk t
FLbiy 2 SOK
BASAKS
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S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 2-0 - Class
JC25K60 1113 167 i
8681677076108 (VIOLET) 60mm STRAIGHT REVERSE s& = Polyglycolic Il &0
CUTTING NEEDLE acid Suture
S&J: PGA BRAIDED ABSORBABLE B—
SUTURE 1PCS X 75cm USP SIZE 2-0 - Class
JC2K30 114 868167707 i
Bis/7076410 (VIOLET) 30mm 3/8 CIRCLE REVERSE | % 8 P°,';’i'yc°"° il &0
CUTTING NEEDLE acld Sutlre
S&J: PGA BRAIDED ABSORBABLE e
SUTURE 1PCS X 100cm USP SIZE 1 3 Class
JC1M48-100 11 [
5 8681677076127 (VIOLET) 48mm 1/2 CIRCLE ROUND S&J S&J Po.lzglycollc i 60
BODY /T.P NEEDLE Al Sature
S&J: PGA BRAIDED ABSORBABLE S~
SUTURE 1PCS X 100cm USP SIZE 1 : Class
JCIM50-100 1116 77 '
8681677076134 (VIOLET) 50mm 1/2 CIRCLE ROUND S&J S&J Po'l:gslycollc I 60
BODY /T.P NEEDLE acicisutire
S&J: PGA BRAIDED ABSORBABLE P
SUTURE 1PCS X 75cm USP SIZE 4-0 - Class
IcaK16 117 77 i
8681677076141 | v/ 01 ET) 16mm 3/8 CIRCLE REVERSE | 5% s& P°_';'gs'yf°"° M &a
CUTTING NEEDLE acidsutdre
S&J: PGA BRAIDED ABSORBABLE e
SUTURE 1PCS X 75cm USP SIZE 1 e Class
JC1K30 1119 868167707631 i
076318 |\ 10LET) 30mm 3/8 CIRCLE RevERse | & pidd) Zgllggslgg'r'ec Il 60
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE P,
SUTURE 1PCS X 75¢m USP SIZE 2 | Class
JC02M48 1120 8681677076387 | ) cragrm 1/2 RCLE Rounp | S8 58J Po};gsly:o:lc £ 60
BODY /T.P NEEDLE agicoiire
S&J: PGA BRAIDED ABSORBABLE 13908,
SUTURE 1PCS X 75cm USP SIZE 1 | Class
JC1M48 1125 8681677076400 | o) rae 1 /> (IRCLE ROUND | S8 58 Zglzgslyiglr:: = 60
BODY /T.P NEEDLE el
S&J: PGA BRAIDED ABSORBABLE 13908
SUTURE 1PCS X 75cm USP SIZE 3-0 X = Class
JC35K60 1140 8681677076981 | /10 e comm STRAIGHT REVERSE | % 58 Z?.'ng'ﬂﬁﬁlf N 60
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE i
SUTURE 1PCS X 90cm USP SIZE 2-0 I | Class
JC2M40-90 1149 8681677077506 | 110\ er somm 1/ URCLE ROUND | 5% 58, l:gllggsll\::glr: i 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 3-0 | Class
S lyglycol 60
JC3K30 1150 BSBIGTIOTISIR | (oo e comes /B CIRCLE REVERSE | 5 & ZZ ng Z;:Srlec 5
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE T
SUTURE 1PCS X 90cm USP SIZE 1 | Class
- q
JC1IMA40-90 J151 BSBIGTIONISI0 | rovemy v /2 ERCLEROUNE | 38 :S.IZESIZ:S:E B 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE 13908,
SUTURE 1PCS X 90cm USP SIZE 1 ) | Class
JC1M48-90 1155 BBBI6TIOTISRE | oyt gmerm 172 EIRCLEROUND s&J 38 Z:Izgslﬁgln: 0 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE m——
SUTURE 1PCS X 75cm USP SIZE 1 | Class
IC1K45 1158 BEIETIOTINS | vion e Eveen 1S CIHCIEREVERSE | 5% &J Z?.'Ji'ﬂiﬁlif t 60
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE ——
SUTURE 1PCS X 75cm USP SIZE 1 | Class
JC1K48 1159 B6BI6TIO7I605 | oy er e siaciRctE Revense | 5% £ Zgzgslz;c::;: s 60
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE 3.& —
SUTURE 1PCS X 75cm USP SIZE 2 3 Class
JC02M45 J161 BEBTOWIONIEN | ryonngire ot 1a eer £ NEUNDS s&J J zgiZglyco:: 60
BODY /T.P NEEDLE
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S&J: PGA BRAIDED ABSORBABLE —_—
SUTURE 1PCS X 75cm USP SIZE 3-0 - Class
JC3K20 n i
i 8681077077600 (VIOLET) 20mm 3/8 CIRCLE REVERSE S 58 P°,'(;’gs'yi°l'° 1 e
CUTTING NEEDLE acidioltlre
S&J: PGA BRAIDED ABSORBABLE Po—
SUTURE 1PCS X 90cm USP SIZE O . Class
JCOM30-90 1167
6 8681677078350 OWIGLET) S0 /2 CIRELE ROUND S&J S&J :oilzgslyso:nc i 60
BODY /T.P NEEDLE comire
S&J: PGA BRAIDED ABSORBABLE =y
SUTURE 1PCS X 90cm USP SIZE 1 Class
JC1M30- i
M30-90 1168 8681677078329 (VIOLET) 30mm 1/2 CIRCLE ROUND S&J S&J Pglgg;y:ols " 60
BODY /T.P NEEDLE seic. oty
S&J: PGA BRAIDED ABSORBABLE -
SUTURE 1PCS X 90cm USP SIZE 1 Class
40- "
JC1K40-90 1169 8681677078336 (VIOLET) 40mm 3/8 CIRCLE REVERSE s&J S&J :oilzgslz:ollec i 60
CUTTING NEEDLE o 4
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 5-0 Class
M lycoli
JC5M18 1170 8681677078343 (VIOLET) 18mm 1/2 CIRCLE ROUND S&J 5&J »:;l;gs ﬂfﬁ:': - 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 1 ! Class
lyglycol
JCIMS0 7 8681677078831 (VIOLET) S0mm 1/2 CIRCLE ROUND S&J 58&J :2. ng lyj(t:l(:rf i 60
BODY / T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 2 L i Class
JC02DS45 1185 8684154200282 HOLET] AR50 /8 EIREL E REYERSE S&J 58 Zgzgslzﬂuec i 60
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE -
SUTURE 1PCS X 75cm USP SIZE 2 I ) Class
Polyglycol 60
JC02DS48 1222 8684154201791 (AL} a8 38 CIRELE REVERSE S&J 58 agggs rt:l?r': i
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE ol
SUTURE 1PCS X 75cm USP SIZE 2 1 Class
lyglycol 60
JC02DS50 1223 8684154201807 (UIDLETYB iy /8 CIRGLE REVERSE S&J &J Polyglycolic "
acid Suture
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 2-0 ) ) Class
g Polyglycol 60
JC20HR36 1230 8684154202989 AIOLET 2612 CRELEROUND s&J &l agi ng Z:Srlec H
BODY / T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE p—
SUTURE 1PCS X 75cm USP SIZE 2-0 ) Class
J 98&J Polyglycolic 60
JC20HR37 1231 8684154202996 (VIOLET) 37 1/2 CIRCLE ROUND: S& olyglycoli i
acid Suture
BODY / T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75¢cm USP SIZE 4-0 . Class
g Polyglycolic 60
JCA0HR19 1232 8684154203009 (VIGLET] 19mim {2 CIACLE ROUND S&J &J adgi xture 0
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 4-0 i Class
S&J Polyglycolic 60
JC40DS19 1233 8684154203016 (VIOLET) 18mm 3/8 CIRCLE REVERSE S&J olyglycoli i
acid Suture
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 6-0 ) Class
lyglycol 60
JC60HR11 1256 8684154203580 | 1/ OLETY S4mm:142 CIRELE ROUND S&J S8&J Polyglycolic =
acid Suture
BODY / T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75¢m USP SIZE 6-0 ) Class
Polyglycol 60
JC60DS11 1257 8684154203597 AAOLET} v 318 CIRCLE REVERSE S84 S‘&J olyglycolic i
acid Suture
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE _—
SUTURE 1PCS X 75cm USP SIZE 2-0 Sy ) Class
97 lic 60
JC20HR25 1258 8684154203603 SHOLET B R CIRELEHALING s&J SR ./ Polyglycoli
BODY /T.P NEEDLE
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S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 100cm USP SIZE 0 g Class
JCOOHR40-100 1276 8684154 i
684154204037 | V01 ET) 40mm 1/2 CIRCLE ROUND sed S8l P°,'§‘§'V:°"° M =0
BODY /T.P NEEDLE acidiuiure
S&J: PGA BRAIDED ABSORBABLE P
SUTURE 1PCS X 75¢m USP SIZE 4-0 d Class
JC40DS25 1277 86841542 i
B3SO (VIOLET) 25mm 3/8 CIRCLE REVERSE | & a8 P°.':gslyg°"° 1 =
CUTTING NEEDLE acidmdiure
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 4-0 Class
JC40HR25 8 i
127 8684154204051 IGLET 25mim 12 CIRELE ROUND s&J S8 Poilzgsly:ollc e 60
BODY /T.P NEEDLE acigiouture
S&J: PGA BRAIDED ABSORBABLE ——
SUTURE 1PCS X 75cm USP SIZE 1 & Class
JCO1HR .
01HR35 1279 8684154204068 | o) ric - 73 ERELE RBURD S&J S8 Z?i'ﬂﬂfﬁlf o 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75¢cm USP SIZE 2-0 | Class
JC20HR48 1291 SBBATSNZOAIEY | oo e amma 2 GIRCLE ROUND s&J S&J :glggslly::::::: - 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE o
SUTURE 1PCS X 100cm USP SIZE 1 | class
s P [
JCO1HRA45-100 1292 BSBALSAZ0A198 | (o0 e ot i 412 GIRCLEROUND s&J 58 azi'lgs'lfﬁrf '” 60
BODY / T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 100cm USP SIZE 1 Class
" el
JCO1HR40-100 1293 BBBATSAIOAION | oo 4 A EIHEIE REUIND s&J 58 z;lggs zzsr»: i 60
BODY /T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE —
SUTURE 1PCS X 75cm USP SIZE 2-0 i | Class
Polyglycol 60
JC20HR45 1295 8684154204655 | (L) e 4c i 173 CIRCLE ROUND s&J 58 agizgs z:ﬁ:: i
BODY / T.P NEEDLE
S&J: PGA BRAIDED ABSORBABLE p—
SUTURE 1PCS X 75cm USP SIZE 4-0 L | Class
Polyglycolic 60
JC40DS26 1296 8684154204662 | ) e e 3/ CIRCLE REVeRse | 5% 58 agi ng Ziﬁrle "
CUTTING NEEDLE
S&J: PGA BRAIDED ABSORBABLE F—
SUTURE 1PCS X 75cm USP SIZE 1 I | class
& Polyglycolic 60
JCO1HR27 1297 8684154204679 | (L er o 1/2 CIRCLE ROUND S&J 3 agi ng Zifffr'e "
BODY /T.P NEEDLE

Product specifications
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Table 1 USP <861> Standard diameter and knot tonsile strength

Table 1. Synthetic suture~The average diameter of the strands bneing
measured is within the tolerancen prescribed in Teble 1 for the respective
size. llone of the observed messurement is less than the midpoint of the

range for the next smaller size or grester than the midpoint of the range
for the next lager size.

Table 1. Synthetic Suture.

Limites on Aversge Haot-pull
Dismeter{mm) Tensile
Strength
(het)
{except
where
ctherwise
Metrie specified)
Size Limit on
USP Size (Gauge 1o} Mlin Max Aversge
idin
i2-0 00l 0001 n.008 -
ii-0 0.1 0.0L0 008 -
-0 n2 0020 0.028 0.028°
8-0 02 n.080 0.088 0.080"
8-0 0.4 0.040 DO4S 0n.07
-0 ns 0.080 0.089 013
8-0 0.7 0070 n.0g8 n.28
&~ 1 0.10 0.148 f.ag
=0 18 D.l8 0.198 .96
8-0 2 0.20 0.248 1.7¢
2-0 § .80 n.8ss 2.88
0 88 088 0,399 $.80
i 4 0.40 f.498 508
2 B 060 0.688 8.38
§ and 4 8 0.80 0.688 7.29
5 7 nan 0.788 -

" The tensile strength of the specified USP size is measured by straight pull.

1.4.1 Components and Raw Materials of product:

&f‘\

Sy
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Surgical Suture
Surgical Needle
Manufacturer/Supplier Material
METABIOMED Polyglycolic Acid (pga),beige
(undyed),coated
Kota Ambalaj Shrinking Cover
Quality Needles Pvt Stainless Steel
Kemal Kursun Aluminium foil with P.E. layer
Anging Kangmingna Big Over Wrap and Small Over Wrap
Panograf Boxes

1.5.Accessories Information+

There is no accessories.

1.7.Suitability of Raw Material

Raw materials are supplied from the suppliers given in Components of product. Raw

materials analysis reports are given in Test Reports

1.8.Indication ,Contraindication and Adverse Reactions
INDICATIONS

DAMACRYL AND PGA suture is indicated for use in general soft tissue apprioximation and
ligation, including the use in ophthalmic procedures. DAMACRYL AND PGAis not for use in

cardiovascular or neurological tissues.

CONTRAINDICATIONS

DAMACRYL AND PGA suture, being absorbable, should not be used where lextended

approximation of tissue is required.

ADVERSE REACTIONS

Adverse effects associated with the use of this device include wound dehiscence, failure to

provide adequate wound support in closure of the sites where expansion, stretching, or

distension occur, failure to provide adequate wound support in elderly, ma

lnounshed or

debilitated patients or in patients suffering from conditions which may delay w

C

iy |
’K// Vi
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infection, minimal acute inflammatory tissue reaction, localized irritation when skin sutures
are left in place for greater than 7 days, suture extrusion and delayed absorption in tissue
with poor blood supply, calculi formation in urinary and biliary tracts when prolonged contact

with salt solutions such as urine and bile occurs, and transitory local irritation at the wound
site.

Broken needles may result in extended or additional surgeries or residual foreign bodies.
Inadvertent needle sticks with contaminated surgical needles may result in the transmission
of blood borne pathogens.

1.9. Material Specifications:
The following components and compounds are used for the manufacturing of the surgical
sutures:

1.9.1.Thread (PGA multifilament,Mepfil-Lac ®)
The following specifications are met:

Appearance:

Beige(undyed) colored multifilament braided multifibers according to the size of the
strands that meets all the requirements of the European Pharmacopoeia (EP) for Synthetic
Absorbable Multifilament Sutures and the requirements of United States Pharmacopoeia
(USP) Absorbable Sutures exept for a slight oversize in diameter.

Formula of polyglycolic acid:

—[{O-CH2-CO}x—{O-CH(CH3)-CO}y]n—(where, x : y =9 : 1)
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Content of residues:

Monomers < 1.0 w/w %

Catalysts <100 ppm Heavy

metals < 10 ppm Solvents <

500ppm

Addivitives:

Stabilizing agent : none Antioxidizing
agent : none Dyestuffs

Undyed braids : none
Coating

Calcium stearate

Ca[O-CO—(CH2)16-CH3]2
Content : <5 w/w %

Physical Specification

Damacryl and PGA braids meet all requirements established by the United States
Pharmacopoeia (USP) and the European Pharmacopoeia (EP) except for d‘iameter.

The diameter could be slightly over the specification
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Knot pull tensile strength linear pull tensile strength for non

-sterile braid

USP 29 NF24 Page 2050
Limits on
Average
Diameter Knot-Pull Tensile Strength (in kgf) (except where otherwise specmed) Limit on Knot-Pll Tensile Strength {in N) (except where otherwise
{mm) Average Min. specified)
Metric
Size
{Gauge
USP Size | No)
Min. Max. Min Max
12-0 001 | 0.001 | 0.009 — —
11-0 0.1 0.010 | 0.019 — —
10-0 0.2 0.020 | 0.029 0.025* 0.24*
9-0 0.3 0.030 | 0.039 0.050" 0.49*
8-0 0.4 0.040 | 0.049 0.07 0.69
7-0 05 0.050 | 0.069 0.14 137
6-0 07 0.070 | 0.099 025 245
50 1 0.10 | 0.149 0.68 667
4-0 15 0.15 | 0199 0.95 932
3-0 2 020 | 0249 1.77 17.4
2-0 3 030 | 0339 2.68 26.3
0 35 035 | 0.399 3.90 382
1 < 0.40 | 0499 508 49.8
2 5 050 | 0599 6.35 62.3
3and 4 6 060 | 0699 7.29 71.5
5 7 070 | 0.799 — —
" The tensile strength of the specified USP size is measured by straight pull.

fMl" it NS 4 oo Al oMbl 08 Mingudaty Susirey
Limsts on Neadls Attachmant
Absotbabie Collagen Sul Monabsorbatie and Synthobe Absobable Sulums | USP Siee Waae{mmemmmmumugtrumamcmmmcmaxmwmnw«m

1 "o 0007 0005 088 0.040

02 109 0014 Qo010 LRk 0 0ag

04 03 80 002t 0 O 206 0143

8E 64 8.0 0.050 0025 Q480 0.245

o7 05 1.9 0.080 3040 0784 0.302

1 o7 6.0 Q17 H08 187 0784

15 1 59 o a1 28 188

2 15 4.8 G45 0x 441 235

3 2 30 088 LR 667 353

35 3 20 110 D45 108 441

4 35 & 1.50 045 “wr 441

§ 4 1 180 o6 178 588

6 aind larger 5 and larger and iarger 1B L] 178 588

! |
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Moisture content : < 400 ppm

Retention ratio of tensile strength

About 75% of the initial strength after two week

1.9.2.NEEDLE:

Needle material is made from stainless steel and meets the internationally accepted
specifications of surgically used metals

1.9.3. Tipping solution Araldite Standart

Araldite is a low visocisty cyanoacrylate adhesive for assembling medical device. It is used to
harden the tip of the suture in order to enable a easier suture insertion into the needle. The
section that contains the adhesive does not remain in the body.

Araldite offers the most comprehensive line of adhesives and sealants available to the medical
device industry. These USP class VI and/or 1ISO-10993 compliant products are designed specifically
for the assembly of medical devices where toxicity testing and steriliza Fion resistance are required.

1.9.4. Specification of primary and secondary packaging material
Primary packaging material is made of Aluminium foil

Secondary packaging material is made from a pouch made of medical paper

1.10. Patient Populations

The patients are used for all people who are need to ligate, close and cover suturgble wounds under
sterile conditions by initially suturing the wound due to gastrointestinal, obstetric and gynecologic
and urologic surgery.

1.11. Intended User

The device should used by physician and/or surgeons.
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1.12. Repeat Applications, Including Any Restrictions as 1

o the Number or Duration

of Reapplications

After surgery, the closing and covering can be repeated if an undesirable ca

e would be occured

and/or the wound would open. There is not any restriction as to the nu

mber or duration of

reapplications.

1.13. Single Use / Reusable

The device is only single-used.

Repeat Applications, Including Any Restrictions as to the Number or Duration

of Reapplications

After surgery, the closing and covering can be repeated if an undesirable cas

e would be occured and/or the

wound would open. There is not any restriction as to the number or duration of reapplications

1.14. Mechanism of Action / Principles of Operation

DAMACRYL AND PGA sutures elicit minimal acute inflammatory reaction in tissu

s, which is followed

by gradual encapsulation of the suture by fibrous connective tissue. Progre

sive loss of tensile

strength and eventual absorption of DAMACRYL AND PGA sterile, synthetic

absorbable suture

occurs by means of hydrolysis, where the polymer degrades to glycolic acid w

nich is subsequently

absorbed and metabolized by the body. Absorption begins as a loss of tensil

appreciable loss of mass. The material holds approximately 75% of its tensile st

e strength without
ength by the end of

two weeks and approximately 45% by the third week. The absorption is completed in approximately

from 60 to 90 days.

1.15. Biodegradation mechanism of the device
The literature describing the biodegradation mechanism for PGA po
in the annexes.(Annex-1 , Annex-2, Annex-3, Annex-4)

1.16. Biological and Toxicological Evaluation

The following section contains information on the preclinical evaluation
the toxicological and biocompatibility tests on the sterile finished prod
and Biological Evaluation)

1.17. Biocompatibility Tests of the Raw Materials for Medi
PGA(I1SO10993-1:2009)

Specific safety evaluation programs follow International Organization

10993 standards and Food and Drug Administration (FDA) guidance jﬁé{/ L

is based on 1SO 10993-1 Evaluation and testing, 2009 edition. ﬂ%ﬁé;;'j‘ Osse'

Ky L

#

lyglycolic acid is indicated

of the raw materials and
uct Damacryl.(TF13 Clinical

cal Device Damacryl and
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endpoints that can be necessary for a biological safety evaluation A

er ISO 10993-1, based on a

risk analysis. Where existing data are adequate, additional testing is |not required. (Clinical and

Biological Evaluation)

1.18. Manufacturing Process;

Manufacturing is performed at the ikitelli 0.S.B isdék Sanayi
Tesis Plaza Binasi B Blok No :7-8. The manufacturing is ma

Sitesi isd6k Sosyal
de under clan room

conditions. The productions consist of manually insertion of the thread into the needles.
After testing products are winded in a paper, are packed into aluminium paper, then packed

again in a medical paper and the products are ETO sterilized in-house.

The following major manufacturing steps are used:

Manufacturing Methods

a) Threads are applied with tipping solution
b) Threads are cut to the required length.

¢) Threads are manually attached to needles using purpose made attaching machinesin 1SO 8

Clean Room.

Packaging Procedures
a) After attaching, the suture is reverse wound into a retaining pouch

accessible for easy withdrawal of the thread.

b) The wound sutures are packed in an aluminum foil inner
packaging) and labeled in ISO 8 Clean Room, but not sealed at this

¢) This inner aluminum envelope is then placed in an outer en
packaging), which is sealed.

One package unit of Damacryl and PGAcontains 12 single pouches.

Sterilization

Sm
Damacryl and PGA(PGA) sutures are sterilized in-house by EtO. ,]jfreyr',]

leaving the needle

envelope (primary
5 stage.

velope (secondary

TLspy -, PP 1)
4 :

UERD) Slf
IT(_
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sealed and packed.

Sterilization process is verified by chemical indicators and biological indicators are also used
routinely to challenge the procedure. The sterilization process is validated according to EN ISO

11135:2014. Main routine sterilization parameters are 40 °C %40 Humidity with a gas injection
period of 5 hours.

As regards the manufacturing / assembly area, environmental conditions are monitored at regular
intervals using standard microbiological methods (i.e. culture plates)

Drying

Damacryl and PGAsutures are dried after EtO sterilization. They are vacuum-dried using a vacuum
oven (3 hours, 75°C) Than with Nitrogen washing for 12 hours and a final vacuum 5 hours and drying
for another 3 hours. At the end of the drying process the aluminium packages are sealed under
controlled conditions. The sutures are then boxed, 12 per box and boxes are wrapped by shrinking
cover.

Packaging into cartons

Twelve sutures pouches are packed into a carton and labelled. Each carton is poliolefin wrapped.
Hundred cartons are packed in a shipper, which is sealed. Each shipper is allocated a unique
sequential identification number and labelled with the contents and| their batch numbers.

Production Hygiene:

Production (Assembley) is performed under I1SO 8 clean room conditions. Bioburden is checked on
a routinely basis and controlled by responsible persons.

ETO-Residual Tests
ISO 10993-7:2008 provides limits for sterilization residuals based on product application.

ETO residuals are tested according to the requirements of 1SO 10993-7:2008 by using gas
chromatography.

WD o

TESUItS ardlem
4 s A 2 0

The residual test is carried out according to EN 10993-7 and th
Reports.

e

e.
24
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Manufacturing Flow Chart
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—> Depo

From material enterance into the production to Temporary ware

processes are carried out in GMD Clean room

1.19.

The Damacryl and PGA® range of sutures started to s

used 1n 2016(June)

Product and Test Specifications:

house (carrantina area) all

uccessfully produced and extensively

The following tests are specified as final batch release controls according to USP 0:

Table: Test specifications and Lot results

Pilot Production

Test Method Lot 16C01
Parameter DROM36
Limit gResult

Needle USP 0 15,0 28,4
Attachment
sYahfayordss 'usp o Sterile ~ |Sterile
Test Parameter Method Lot 16C01

DRIM30

Limit Result
Needle Attachment USP 0 1,80 5,613
Sterility Test USP 0 Sterile Sterile
Water 0.25 0.15
content(moisture)

Validation 2
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Parameter Method Lot 16C01
DROM36

Limit Result

Needle USP 0 1,80 6,827
Attachment

Sterility Test 'USP 0 Sterile Sterile

Water 025 0.13
content(moist
ure)
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Sterility Test [USP 0 Sterile Sterile Sterile  Sterile| Sterile Sterile
Water 0.25 0.15 025 0.15 0.25 0.15
content(moist

ure)

The test reports of PGA
reports

lots given on the above table are given Pn TF11 Test

1.20. Stability/Aging Test and Product Life Time:
The relevant tests and reports are given on TF11 Test Reports

1.21. Product Tests(Performance) :
The relevant tests and reports are given on TF11 Test Reports

1.22,

According to annex IX, rule no. 8 of EC-Directive 93/42/EEC the pro
Damacryl and PGAis classified as Medical Devices class Ill. The
synthetic absorbable medical device (surgical suture) for surgically
term implantation applications.

The Product Classification

Rule 8:

“All implantable devices and lon
lIb unless they are intended:
to be placed in the teeth

system or the central nervous s
to have a biological effect
cast they are in Class I,

ystem, in which case they are in

or to undergo chemical chan
placed in the teeth, or to admin
.

g-term surgically invasive device

ge in the body, except if the dev
ister medicines, in which case th

duct category
product is a
invasive long-

5 are in Class

, in which cast they are in Class Ia,
to be used in direct contact with the heart, the central circy

latory
Class IlL,

or to be wholly or mainly absorbed, in which

ices are
ey are in Class
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1.23. Clinical Evaluation :

For the clinical evaluation of GMD literature route of MEDDEV 2.7.1Rev.4 has been selected.
Clinical Evaluation is given DCO3 of this technical file.

1.24, Decleration of Conformity

Declaration of Conformity for GMD has been prepared according to EC|Directive 93/42/EEC
and approved by General Manager of the company.

The copy of the declaration of Conformity is given on DC 12 of this technical file.

1.25. Notified Body Information

UDEM-TECHNICAL INSPECTION & CERTIFICATION (2292)has been selected as the notified
body and certification body.

During CE marking of these products the above declaration of conformity is made on the
basis of the Quality Assurance Certificate No. M.2016.106.7035 of UDEM dated 25.10.2016
issued by UDEM TECHNICAL INSPECTION & CERTIFICATION .

1.26. Essential Requirements:

The evidence of the fulfilment of Essential requirements given on Annex | of EC Directive
93/42/EEC, detailed on the Essential Requirements Checklist given on DC 13 of this technical
file.

1.27. List of Applicable Standards:

The applicable standards used in compliance with the Essential requirements given on Annex
I of EC Directive 93/42/EEC, (detailed on the Essential Requirements Checklist given on TFO8
of this technical file) are mainly ISO and EN standards which are harmonised by European
Commission for the MDD 93/42/EEC.

The list of applicable standards used in design, manufacturing and testi%g are given on DC
02 of this technical file.

1.28. Risk Analyses
Risk Analyses process of GMD is designed according to EN ISO 14971:2012 and covers all life-
cycle process of the product. The Risk Management Activities of GMD are performed
according to “Risk Management Instruction”
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Labels and Instruction for Use

All information required for use of GMD safely is given on the product label and IFU. The
device is intended for professional use only and all the applicable information required

according to article 13 of Annex |, 93/42/EEC are given on the label and|IFU.

The symbols are selected according to EN ISO 15223:2012 The sample layout of IFU and the

product label are given on dc 11 of this technical file.

1.29. Conformity Assessment Procedure:

Damacryl and PGAmanufactured by GMD are CE marked according to Annex Il, Article 4 of EC
Directive 93/42/EEC . The certification is based on quality management system of GMD,

which is certificated according to ISO 13485:2012.

1.30. Regulatory Requirements for the Product:

EC directive 93/42/EEC is the applicable regulatory requirement for GMD.
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Biocompatibility Test Matrix

DEVICE CATEGORIES

BIOLOGICAL EFFECT

In compliance with the standard EN ISO 10993-1, Table 1, the biocompotability
our product and the tests required in accordance are determined as below:

Product

i
@
g £
© @ o]
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a5 20 S
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i o O o & O X = 2
5 = e -2 R ST
2 e L SR ® = G 3
] © 0 FE ¥ 0B
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Skin B X|X|x
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A XXX |
o 1.
MucosalMembrane B x| x{x
SURFACEDEVICES |
c X|X|x XX ]
. A Xix!x |
BreachedorCompromise !
B X|Xix {
d Surfaces t 1 i
C x4{x]x% xix| | |
A xIxIxix| | X
BloodPath,Indirect B XX xikX X
€ X| X XIx|x
Tissue/Bone/DentinG 2 ot e :
issue/Bone/DentinCommunic !
EXTERNALLYCOMMUNICATINGDE . B XIX|XIK|X]
|
VICES ” € XIX{xXiK!x]|
A XIX{X|K X
CirculatingBlood B XIXIXIKIXIxX]x|x
C X|x|x|k
A XXX
B X|xix

Classification

Required Tests

classification of
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° Cytotoxicity
° Sensitization
Implant Devices ° Ifritation
Damacryl Tissue/Bone ° Acute Systemic Toxicity
C-Permanent . Subchronic Toxicity
° Genotoxicity
° Implantation

The following evaluation is taken by NAMSA, CA. U.S.A.

*Cytotoxicity study using the ISO elution method

*In vitro hemolysis study

+ISO sensitization study in the guinea pig

+ISO acute systemic toxicity study in the mouse

+ISO acute intracutaneous reactivity study in the rabbit
+ISO rabbit pyrogen study

+ISO muscle implantation study in the rabbit (4 weeks)
*ISO muscle implantation study in the rabbit (26 weeks)
Genotoxicity:bacterial reverse mutation study.

The results of the biocompatibility tests on the PGA absorbable bra

d demonstrate the

excellent biocompatibility of the PGA material and also demonstrate that the ETO

sterilization does not have any negative effects on the polymer material

Based on the clinical experiences with the product PGA ,the material
well as the biocompatibility test results on the end product, the mat

documentation as
erial used for the

manufacturing of the surgical suture and the final product PGA can be regarded as

biocompatible and suitable for a clinical application.

All related test reports, supplier data and related documentation with th
given on Test Reports of this technical file.

1.31. Biodegradation for Medical Device Damacryl.

Using the polyglycolide and poly(L-lactide) properties as a starting poi
copolymerize the two monomers to extend the range of homop
Copolymers of glycolide with both L-lactide and DL-lactide have been
device and drug delivery applications

is section are

nt, it is possible to
olymer properties.
developed for both
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Sterility test and absorbibilty study in rats by Korea Testing &Research Institute

This study was performed to evaluate sterility and absorbability in rat.

1.32. Planned Design Change
No design changes are planned. If a change is required, it must be made in accordance with the
GE01021 Release Management provisions. The notified body is notified when there is a change
to comply with the requirements of MDCG 2020-3 and MDR Article 120

1.33. Sale Information for DAMACRYL and PGA

The product has been in market since 2016. CE marked has been rovided from UDEM

(2292)

The product has been in the Turkey and European Markets. For 2018 sale informations
has been presented below;

DAMACRYL Tayland 13
Azerbaijan 1937
Czech Republic 115
Egypt 15040
Iraq 33154
Jordan 38
Libya 3397
Palestine 2195
Tirkiye 73191
Vietnam 160
Somali 1425
Kuveyt 800
Almanya 632
Yemen 14618
Dubai 778
Rusya 40
Romanya 7773
Fildigi Sahili 16
Kosova 2165
Kenya 22
Libnan 1961
KARASIK 28
Nepal 100

DAMACRYL Total 159598 e
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Rev. History
Rev.0 08.07.2016 Initial publish

Rev.1 17.08.2018

Added Product Model Names

Rev.2 25.10.2018

ltems: Intended use of the product, 1intended user,
Patient Population, Design Change, Sale
Information have been changed and mentioned
inthe document by highlight,

Rev.3 12.06.2019

Title update and updated some information

Rev 04 10.05.2023

Revisions were made according to notified body
nonconformities.
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