Gima S.p.A.

A Via Marconi, 1 - 20060 Gessate (M) Italy
gi imait com - expor imait com
www.gimaitaly.com

PROFESSIONAL MEDICAL PRODUCTS

CLINICEL®

CELLULOSA OSSIDATA RIGENERATA U.S.P
(EMOSTATICO ASSORBIBILE)

OXIDIZED REGENERATED

CELLULOSE U.S.P (ABSORBABLE HEMOSTAT)
CELLULOSE OXYDEE REGENEREE U.S.P
(HEMOSTATIQUE RESORBABLE)

USP (RESORBIERBARES HAMOSTYPTIKUM)
AUS OXIDIERTER REGENERIERTER CELLULOSE
CELULOSA REGENERADA OXIDADA U.S.P
(HEMOSTATICO ABSORBIBLE)

CELULOSE REGENERADA OXIDADA U.S.P.
(HEMOSTATO ABSORVIVEL)

OZEIAQMENH ANATENNHMENH KYTTAPINH U.S.P.
(AITOPPO®HZIMO AIMOZTATIKO)

Manuale d’uso - User manual - Manuel de I'utilisateur
Gebrauchs- und instandhaltungsanleitung - Guia de uso
Guia para utilizagéo - O3nyieqg xpriong

ENGLISH

DESCRIPTION

Absorbable Hemostat is a sterile absorbable Fibrillar/ Knitted fabric prepared
by the controlled oxidation of regenerated cellulose. The fabric is white with a
pale yellow cast. It is strong and can be sutured or cut without fraying. It is sta-
ble and should be stored at controlled room temperature. A slight discoloration
may occur with age, but this does not affect performance.

ACTIONS

The mechanism of action whereby CLINICEL Absorbable Hemostat acceler-
ates clotting is not completely understood, but it appears to be a physical
effect rather than any alteration of the normal physiologic clotting mechanism.
After CLINICEL Absorbable Hemostat has been saturated with blood, it swells
into a brownish or black gelatinous mass which aids in the formation of a clot,
thereby serving as a hemostatic adjunct in the control of local hemorrhage.
When used properly in minimal amounts, CLINICEL Absorbable Hemostat is
absorbed in bone, areas of bony confine, the spinal cord, or the optic nerve
and chiasm, it must always be removed after hemostasis is achieved since it
will swell and could exert unwanted pressure. CLINICEL Absorbable Hemo-
stat should not be used to control hemorrhage from large arteries. CLINICEL
Absorbable Hemostat should not be used on no hemorrhagic serous oozing
surfaces, since body fluids other than whole blood, such as serum, do not
react with CLINICEL Absorbable Hemostat to produce satisfactory hemostat-
ic effect. CLINICEL Absorbable Hemostat is an absorbable hemostat, and
should not be used as an adhesion prevention product.

WARNINGS

Absorbable Hemostat is supplied sterile and as the material is not compat-
ible with autoclaving or ethylene oxide sterilization, CLINICEL Absorbable
Hemostat should not be resterilized. CLINICEL Absorbable Hemostat is not
intended as a substitute for careful surgery and the proper use of sutures and
ligatures. Closing CLINICEL Absorbable Hemostat in a contaminated wound
without drainage may lead to complications and should be avoided. The frac-
ture and lacerated lobe that CLINICEL Absorbable Hemostat, when left in the
patient after closure, migrated from the site of application into foramina in
bone around the spinal cord resulting in paralysis and, in another case, the left
orbit of the eye, causing blindness. While these reports cannot be confirmed,
special care must be taken by physicians, regardless of the type of surgical
procedure, to consider the advisability of removing CLINICEL Absorbable He-
mostat after hemostasis is achieved.

Although CLINICEL Absorbable Hemostat is bactericidal against a wide range
of pathogenic microorganisms, it is not intended as a substitute for systemical-
ly administered therapeutic or prophylactic antimicrobial agents to control or
prevent postoperative infections.

PRECAUTIONS

Use only as much CLINICEL Absorbable Hemostat as is necessary for he-
mostasis, holding it firmly in place until bleeding stops. Remove any excess
before surgical closure in order to facilitate absorption and minimize the pos-
sibility of foreign body reaction. In urological procedures, minimal amounts of
CLINICEL Absorbable Hemostat should be from the sites of implantation with

practically no tissue reaction. Absorption depends upon several factors in-
cluding the amount used, degree of saturation with blood, and the tissue bed.

INDICATIONS

Absorbable Hemostat (oxidized regenerated cellulose) is used adjunctively
in surgical procedures to assist in the control of capillary, venous, and small
arterial hemorrhage when ligation or other conventional methods of control
are impractical or ineffective.

CONTRAINDICATIONS

Although packing or wadding sometimes is medically necessary, CLINICEL
Absorbable Hemostat should not be used in this manner, unless it is to be re-
moved after hemostasis is achieved (See WARNINGS and PRECAUTION S).
CLINICEL Absorbable Hemostat should not be used for implantation in bone
defects, such as fractures, since there is a possibility of interference with cal-
lus formation and a theoretical chance of cyst formation.

When CLINICEL Absorbable Hemostat is used to help achieve hemostasis
in, around, or in proximity to foramina hemostatic effect of CLINICEL Ab-
sorbable Hemostat is greater when it is applied dry; therefore it should not
be moistened with water or saline. CLINICEL Absorbable Hemostat should
not be impregnated with anti-infective agents or with other materials such as
buffering or hemostatic substances. Its hemostatic effect is not enhanced by
the addition of thrombin, the activity of which is destroyed by the low pH of the
product. Although CLINICEL Absorbable Hemostat may be left in situ when
necessary, it is advisable to remove it once hemostasis is achieved. It must
always be removed from the site of application when used in, around, or in
proximity to foramina in bone, areas of bony confine, the spinal cord, and/
or the optic nerve and chiasm regardless of the type of surgical procedure
because CLINICEL Hemostat, by swelling, may exert pressure resulting in pa-
ralysis and/or nerve damage. Dislodgement of CLINICEL Absorbable Hemo-
stat could possibly occur by means such as repacking, further intraoperative
manipulation, lavage, exaggerated respiration, etc. There have been reports
that in procedures such as lobectomy, laminectomy and repair of a frontal skull
used and care must be exercised to prevent plugging of the urethra, ureter, or
a catheter by dislodged portions of the product. Since absorption of CLINICEL
Absorbable Hemostat could be prevented in chemically cauterized areas, its
use should not be preceded by application of silver nitrate or any other es-
charotic chemicals. If CLINICEL Absorbable Hemostat is used temporarily to
line the cavity of large open wounds, it should be placed so as not to overlap
the skin edges. It should also be removed from open wounds by forceps or
by irrigation with sterile water or saline solution after bleeding has stopped.
Precautions should be taken in otorhinolaryngology surgery to assure that
none of the material is aspirated by the patient.

(Examples: controlling hemorrhage after tonsillectomy and controlling epistax-
is.) Care should be taken not to apply CLINICEL Absorbable Hemostat too
tightly when it is used as a wrap during vascular surgery (see Adverse Re-
actions).

Endoscopic procedures should be performed only by persons having ade-
quate training and familiarity with endoscopic techniques. Consult medical
literature relative to techniques, complications and hazards prior to perfor-
mance of any endoscopic procedure. A thorough understanding of the prin-
ciples and techniques involved in laparoscopic laser and electrosurgical pro-
cedures is essential to avoid shock and burn hazards to both patient and
medical personnel and damage to the device or other medical instruments.
Refer to appropriate electrosurgical system user’s manual for use indications
and instructions to ensure that all safety precautions are followed. When en-
doscopic instruments and accessories from different manufacturers are em-
ployed together during a procedure, verify their compatibility prior to initiation
of the procedure and ensure that isolation or grounding is not compromised.

ADVERSE REACTIONS

“Encapsulation” of fluid and foreign body reactions have been reported. There
have been reports of stenotic effect when CLINICEL Absorbable Hemostat
has been applied as a wrap during vascular surgery. Although it has not been
established that the stenosis was directly related to the use of CLINICEL Ab-
sorbable Hemostat, it is important to be cautious and avoid applying the ma-
terial tightly as a wrapping. Paralysis and nerve damage have been reported
when CLINICEL Absorbable Hemostat was used around, 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.

Blindness has been reported in connection with surgical repair of a lacerat-
ed left frontal lobe when CLINICEL Absorbable Hemostat was placed in the
anterior cranial fossa (5) (See WARNINGS and PRECAUTIONS). Possible
prolongation of drainage in cholecystectomies and difficulty passing urine per
urethra after prostatectomy have been reported. There has been one report
of a blocked ureter after kidney resection, in which postoperative catheteriza-
tion was require Occasional reports of “burning” and “stinging” sensations and
sneezing when CLINICEL Absorbable Hemostat has been used as packing in
epistaxis, are believed to be due to the low pH of the product. Burning has
been reported when CLINICEL Absorbable Hemostat was applied after nasal
polyp removal and after hemorrhoidectomy. Headache, burning, stinging, and
sneezing in epistaxis and other rhinological procedures, and stinging when



CLINICEL Absorbable Hemostat was applied on surface wounds (varicose
ulcerations, dermabrasions, and donor sites) also have been reported.

DOSAGE AND ADMINISTRATION

Sterile technique should be observed in removing CLINICEL Absorbable He-
mostat from its sterile container.

Minimal amounts of CLINICEL Absorbable Hemostat in appropriate size are
laid on the bleeding site or held firmly against the tissues until hemostasis is
obtained. Opened, unused CLINICEL Absorbable Hemostat should be dis-
carded, because it cannot be resterilized.

STORAGE
Recommended storage conditions: Below 30°C away from moisture and di-
rect sunlight. Do not use after expiry date.

CAUTION

Law restricts this device to sale by or on the order of a physician.
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