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Sterile Absorbable Hemostat

Instruction For Use

Product name

Sterile Absorbable Hemostat

Brief Introduction

SPEEDCLOT® Sterile Absorbable Hemostat is manufactured and provided by
Lucktin (Hainan) Biotech Co., Ltd.

SPEEDCLOT® Sterile Absorbable Hemostat is a medical device intended for
application for wound sites as an absorbable hemostat. It is a hydrophilic and
flowable microporous particles made of cross-linked and foxylated purified plant
starch. It is 100% plant polysaccharide and does not contain any animal or human
components. It is a fine, dry, sterilized white powder that is biocompatible,
non-pyrogenic and is topically absorbed within 24-48 hours.

Mechanism of Action

SPEEDCLOT® Sterile Absorbable Hemostat acts as a hydrophilic molecular sieve
that enhance natural hemostasis by concentrating blood solids such as platelets,
red blood cells, and blood proteins on the particle surfaces to form a gelled matrix.
The concentrated gel matrix provides a barrier to further blood loss and is formed
regardless of the patient’s coagulation status. The concentration of clotting
factors and platelets in the gel serves to enhance normal clotting reactions and
creates stable hemostatic plugs. The absorption process begins immediately and
is dependent on several factors, including the amount applied and site of use.

Specification and Type
According to the clinical use and loading volume, the product specifications are
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0.5g, 1g, 28, 3g. Special specifications can be customized according to use
requirements. The only difference among all specifications is the different loading
volume, and the composition and performance are same among all specifications.

Intended Use

SPEEDCLOT® Sterile Absorbable Hemostat is used to assist hemostasis in the
bleeding area of various wounds and fresh bleeding area of tissues.

Indications

SPEEDCLOT® Sterile Absorbable Hemostat is indicated in surgical procedures
(except ophthalmic and neurological) as an adjunctive hemostatic device to assist
when control of capillary, venous, and arteriolar bleeding by pressure, ligature,
and other conventional procedures is ineffective or impractical.

Contraindication

Do not inject or place SPEEDCLOT® Sterile Absorbable Hemostat into blood
vessels as potential for embolization and death may exist.

Warnings

1. Sterile Absorbable Hemostat is not intended as a substitute for meticulous
surgical technique and the proper application of ligatures or other conventional
procedures for hemostasis.

2. After the hemostasis is achieved, the excess hemostatic powder at the applied
part shall be washed and removed.

3. It is not recommended to use this product in case of infection. If there are signs
of infection or abscess in the application site, it may be necessary to removed
from the infected area and drain it fully again.

4. 1t cannot be used for postpartum uterine bleeding or menorrhagia.

Precautions

1. When used with your own blood cleansing circulator, you should carefully check
the equipment at the site of administration to confirm correct filtration and cell
washing.

2. The product is intended to be used in a dry state, contact with saline or
antibiotic solution before hemostasis may reduce the hemostatic ability.
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3. There is no experimental data used on the bone surface, so it is not
recommended for adhesion to the bone surface of the prosthetic material.

4. Do not apply more than 50g of this product in diabetic patients, amounts more
than 50g could affect the glucose load.

5. In urological procedures, this product should not be left in the renal pelvis or
ureters.

6. Stop to use immediately when localized irritation occurs.

7. This product is sterile and should not be re-sterilized and shall be used as soon
as the spray bottle has been opened and the unused contents shall be discarded.

8. It is strictly prohibited to use if the packaging is damaged.

9. Use it strictly according to aseptic operation.

Side effects

The following adverse events have been reported for Arista (a similar
plant-derived absorbable hemostatic particles) and may apply to use of
SPEEDCLOT® Sterile Absorbable Hemostat:

During a clinical investigation of Arista, which is a unique sterile absorbable
hemostatic particles consisting of 100% purified plant starch and it exhibits a faster
absorption time (approximately 24 to 48 hours) compared to other absorbable
hemostatic agents that absorb in 3 to 8 weeks, the following adverse events
discovered during a clinical investigation have been reported: Pain related to
surgery, anemia, nausea, lab values out of normal range, arrhythmia, constipation,
respiratory dysfunction, hypotension, fever, pruritus, ecchymosis, tachycardia,
edema, pain unrelated to surgery, hemorrhage, hypertension. None of the
adverse events that occurred were judged by the Data Safety Monitoring Board
to be related to the use of Arista (a similar plant-derived absorbable hemostatic
particles).

The following adverse events pertaining to other non- plant absorbable agent
have been report and may apply to use of SPEEDCLOT® Sterile Absorbable
Hemostat:

Paralysis and nerve damage have been reported when hemostatic agents are
used in or in proximity to foramina in bone, areas of bony confine, the spinal cord,
and/or the optic nerve and chiasm. While most of these reports have been in
connection with laminectomy, reports of paralysis have also been received in
connection with other procedures.

Compression of the brain and spinal cord resulting from the accumulation of
sterile fluid has been observed.

Fever, sepsis, edema, abscess abdominal pain may a complication during application
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according to similar devices’ clinial use experiences.
In Vivo Degradation Principles

Niu Wen et al. studied the biodegradation process of starch-derived absorbable
polysaccharide hemostat (SAPH) (published in {Chinese Journal of New Drugs)
2010,19(4)). As a modified starch material, SAPH’s decomposition in the body is
theoretically completed through amylase widely distributed in the body fluids and
tissues. The a-amylase in animals not only acts on amylose but also acts on
amylopectin to break the a-1, 4-bond. Therefore, it is characterized by a sharp
decrease in the viscosity of the substrate solution and the disappearance of iodine
reaction, and the final products are maltose, glucose and dextrin and other
normal components of the body. These decomposition products are existing
substances in the body, which will eventually participate in normal physiological
effects or will be excreted through the liver or kidneys.

User Profile

The user must be a surgical healthcare professional with appropriate training.

Patient Profile

1. There is no clinical evaluation on the safety and effectiveness of this product for
children and pregnant women. It has been reported that the level of amylase in
newborns with a maximum age of 10 months is decreased, and the absorption
rate of these populations may be prolonged.

2.The safety and effectiveness of Neurology, ophthalmology has not been
established.

3. It cannot be used in patients who are known to be allergic to the ingredients of
this product.

4.1t is not recommended as the first choice for patients with coagulopathy.

5. Although there is no literature data limiting its use in chemotherapy patients, its
use depends on the decision of the doctor.

Operation

Before use, please check that the packaging is complete. Do not use if it is
damaged.

Open the protective cap of the sprayer, align the top of the sprayer with the
bleeding point, and squeeze and spray the hemostatic particles. For best results,
the following methods are recommended:
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1. Use a sterile sponge or gauze to dry or wipe away the blood on the wound
surface to remove it to the maximum extent and expose the bleeding point.

2. Quickly spray a sufficient amount of hemostatic particles accurately on the
bleeding point, as close as possible to the bleeding point, and completely cover
the wound surface. Deep wounds may require the sprayer to be inserted to the
same depth and continuously squeezed for administration. Please note that if the
top section of the sprayer comes in contact with blood, it may cause the top of
the sprayer to be blocked. At this time, please replace the sprayer with a new one.
You can also use scissors to cut off the blocked top of the sprayer to continue to
use.

3. Immediately apply appropriate pressure to the spraying area; use non-adhesive
materials when pressing to prevent blood clots formed from sticking to gloves or
other instruments. For most major bleeding wounds, pressure should be
maintained for a longer period of time. If the wound continues to bleed or leak, it
is recommended to carefully remove excess hemostatic particles with normal
saline or gauze and repeat the operations of spraying hemostatic particles as
described above.

4. If any items, such as surgical gloves, gauze, etc., adhere to the newly formed
clot, rinse the item with physiological saline and carefully remove it carefully.

5. After contact with liquid, the volume of this product will swell. After
achievement of hemostasis, use saline to flush and attract excess hemostatic
particles.

Single Use

A bottle of absorbable hemostat is single use device and are intended for use in a
single procedure only. Once the bottle has been opened sterilization is
compromised and there is a potential increase in the risk of infection. Sterile
Absorbable Hemostat is to be used as soon as the package is opened and unused
content should be discharged. In a surgical operation procedure, the hemostatic
particles can be sprayed repeatedly to the bleeding point until the bleeding is
controlled.

Storage Condition

10°C~30°C

Transportation Condition

-40°C~60°C (-40°F~140°F)
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How supplied

SPEEDCLOT® Sterile Absorbable Hemostat is supplied in applicators containing 0.5,
1, 2, or 3 grams. 5 pieces/packaging box. 30 packs/carton.

Period of validity

3 years.

Disposal

“Waste disposal of SPEEDCLOT® Sterile Absorbable Hemostat should be in
accordance with the sanitary management regulations of the medical
institutions.”

Description of graphics and symbols
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DO NOT RESTERILIZE MD Medical Device

Non - pyrogenic

I Lucktin (Hainan) Biotech Co., Ltd.

Address: West Side of the Third Floor of No.1 Building, No.16 YaoguYiheng Road,
Yaogu Industrial Park, High-tech Zone, 570311Haikou City, Hainan China

Tel: +86-0898-68616005

EC REP

Name: Maxmind Pharmaceutical SL

Address: Calle Copenhague, 12, Oficina 205, Edificio Tifan, 28232 Las Rozas
(Madrid), SPAIN

Tel: +34 - 9105 91013

Version: 1-202311-B/4
Effective date: 2023.11.13
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