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Nonabsorbable Surgical Suture

DEFINITION

Nonabsorbable Surgical Suture is a flexible strand of material that is not absorbed in living mammalian tissue. It may be in either monofilament
or multifilament form. If it is a multifilament strand, the individual filaments may be combined by twisting, braiding, or any combination
thereof. It may be either sterile or nonsterile. Its diameter and tensile strength correspond to the size designation indicated on the label,
within the limits prescribed herein. It may be modified with respect to body or texture, or to reduce capillarity, and may be suitably bleached. It
may be impregnated or treated with a suitable coating, softening, or antimicrobial agent. It may be colored by a color additive approved by
the FDA.

Nonabsorbable Surgical Suture is classed and typed as follows. Class | Suture is composed of silk or synthetic fibers of monofilament, twisted,
or braided construction where the coating, if any, does not significantly affect thickness (e.g., braided silk, polyester, or nylon; monofilament
nylon or polypropylene). Class Il Suture is composed of cotton or linen fibers or coated natural or synthetic fibers where the coating
significantly affects thickness but does not contribute significantly to strength (e.g., virgin silk sutures). Class Il Suture is composed of
monofilament or multifilament metal wire.

SPECIFIC TESTS
[Note—If the Suture is packaged with a fluid, make the required measurements for the first four of the following tests within 2 min after

removing it from the fluid.]

* LENGTH
Sample: A length of Suture
Analysis: Lay the Sample out smooth and without tension on a plane surface and determine the length of the Sample.
Acceptance criteria: The length of each strand is NLT 95.0% of the length stated on the label.
Change to read:
* Sutures—DiAMETER (861)
Sample: 10 strands of Suture
Analysis: Determine the diameter as directed in the chapter.
Acceptance criteria: The average diameter on the 10-strand Sample is within the limits on average diameter (for all 30 measurements) in
Table 1 for the size stated on the label. None of the observed individual measurements should be less than or greater than the limits on
individual diameter in Table 1.

Table 1. Average Knot-Pull Limits of Various Sizes and Diameters of Sutures

Limits on Average Knot-Pull
(except where otherwise
Limits on Average | Limits on Individual specified)®
Diameter (mm) Diameter (mm) Tensile Strength (in N)h'g
Metric
Size
(Gauge Class| | Classll | Class il
USP Sized| No.) Min. Max. Min. Max. Min. Min. Min.
12-0 0.01 0.001 0.009 - 0.015 0.018 - 0.028
11-0 0.1 0010 | 0019 | 0005 | 0025 | 0.062 | 0058 | 0202 Documents
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Limits on Average Knot-Pull
(except where otherwise
Limits on Average | Limits on Individual specified)®
Diameter (mm) Diameter (mm) Tensile Strength (in N)Q'E
Metric
Size

(Gauge Class | Class |l | Classlil

UsP Sized| No.) Min. Max. Min. Max. Min. Min. Min.

10-0 0.2 0.020 0.029 0.015 0.035 0.1862 0.148 0.598

9-0 0.3 0.030 0.039 0.025 0.045 0.4228 0.282 0.682

8-0 0.4 0.040 0.049 0.035 0.060 0.59 0.39 1.08

7-0 0.5 0.050 0.069 0.045 0.085 1.08 0.59 1.57

6-0 0.7 0.070 0.099 0.060 0.125 1.96 1.08 2.65

5-0 1 0.10 0.149 0.085 0.175 3.92 2.26 5.30

40.225
A (USP 1-
Dec-

4-0 1.5 0.15 0.199 0.125 2020) 5.88 4.51 8.04

3-0 2 0.20 0.249 0.175 0.275 9.41 6.47 13.3

2.5-0 2.5 0.25 0.299 0.225 0.325 13.6 7.28 15.2

40.275
A (USP 1-
Dec-

2-0 3 0.30 0.349 2020) 0.375 141 10.0 17.7

0 3.5 0.35 0.399 0.325 0.450 21.2 14.2 33.32

1 4 0.40 0.499 0.375 0.550 26.7 17.7 46.74

2 5 0.50 0.599 0.450 0.650 34.5 24.9 57.98

3and 4 6 0.60 0.699 0.550 0.750 47.9 36.1 89.32
5 7 0.70 0.799 0.650 0.850 60.4 - 112.08
6 8 0.80 0.899 0.750 0.950 71.4 - 133.08
7 9 0.90 0.999 0.850 1.050 88.6 - 156.08
8 10 1.00 1.099 0.950 1.150 - - 178.08
9 11 1.100 1.199 1.050 1.250 - - 20162
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