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INSTRUCTIONS FOR USE |
Absorbable Haemostat (Oxidized Regenerated Cellulose) |
Surgi-ORC b

MEDICAL DEVICE NAME |
Surgi-ORC surgical hemostatic absorbable material (oxidized regenerated cellulose): |
I. Surgi-ORC surgical hemostatic absorbable material (oxidized regenerated cellulose), in®
the required design variants - 12 pcs. |
Design variants: |
1) Surgi-ORC Original/Standard: SO0O-502; SO0-66; SO0-0101; SO0-0102; S00-0203;|

SO0-0205; SO0O-0214; SO0O-0304; SO0O-0408; J
2) Surgi-ORC Knit: SOK-0101; SOK-0102; SOK-0103; SOK-0135; SOK-0203; SOK-I
0204; SOK-0304; SOK-0404; SOK-5608; SOK-0609; t

3) Surgi-ORC Fibril: SOF-0101; SOF-0102; SOF-0202; SOF-0203; SOF-0204; SOF-|
0304; SOF-0404; |
4) Surgi-ORC Non-Woven/SNOW: SON-0102; SON-0202; SON-0203; SON-0204; SON-?
0304; SON 0404. i
Il. Instructions for use - 1 pc. m
The potential users of the medical device are surgeons, nursing staff. i

DESCRIPTION

Surgi-ORC material is the absorbable (biodegradable) tissue obtained by controlled chemical-
oxidation of regenerated cellulose. The product is sterile. The fabric is white pale yellow cast and hasi
a faint, caramel-like aroma The product retains its properties for the specified shelf life at room;
temperature. However, there may be mild discolouration over time, but this does not affect the efficacy.”

Surgi-ORC material is available in ORIGINAL/STANDARD, KiNIT, FIBRIL and NON-f
WOVEN/SNOW variants (models), made of the same oxidized regenerated cellulose.

Surgi-ORC material meets all the international requirements for oxidized regenerated/
(recovered) cellulose. i

Parameter Acceptance criterion

Identification a precipitate in the form of white flakes should
appear

Loss on drying NMT 15.0%

PH index 1.0...3.0

Residue on ignition NMT 0.15%

Limit of Nitrogen NMT 0,5 %

Limit of Formaldehyde NMT 0,5 %

Cellulose quantification 18.0% — 24.0 % of Carboxyl group (COOH)

Sterility negative microbial growth
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Parameter Surgi-ORC Surgi-ORC  Surgi-ORC Surgi-ORC
Original/Standard Knit Fibril Non-Woven/SNOW
. . Light .
Colour Light yellow Light yellow yellow Light yellow
Faint, caramel-like Falnt,' Falnt,_ Faint, caramel-like
Odour caramel-like  caramel-like
aroma aroma
aroma aroma
Pale yellow Light
Pale yellow gauze y . yellow Light yellow cotton
: : gauze napkin .
Appearance napkin (knitted . cotton drape drape (fibrous
(knitted . .
mesh). (fibrous material)
mesh). .
material)
Breaking
Strength (50...70)N (65...85)N N/A N/A
Elongation (1,5...2,5) cm (1,0...2,0) cm N/A N/A

INTENDED USE

Surgi-ORC material is used adjunctively in surgical procedures to assist in the control of-
capillary, venous and small arterial haemorrhage when ligation or other conventional methods of
control are impractical or ineffective. Surgi-ORC material can be cut to size for use in endoscopic;
procedures. r

OPERATING PRINCIPLE n

Surgi-ORC absorbs the human blood and forms a brown or black gelatinous mass. This;
gelatinous mass acts as a physical matrix for the platelets adherence. Platelets aggregation leads to the!
formation of a platelet-fibrin plug, the swelling material applies pressure on the surrounding tissuesj;
promoting haemostasis. f

Anti-Bacterial effect of the hemostatic agents made of Oxidized Regenerated Cellulose:
(ORC) are accounted for by the characteristics ofthe oxidized cellulose itself Low pH of oxidized!
cellulose, which can inhibit the growth of microorganisms, leads to the bactericidal effect.

In addition to its local haemostatic properties, Surgi-ORC material exhibits in vitrol
bactericidal properties against a wide range of Gram positive and Gram negative organisms;

including aerobes and anaerobes, such as: F
methicillin-resistant Staphylococcus aureus (MRSA) |
penicillin-resistant Streptococcus pneumoniae (PRSP) f
vancomycin-resistant Enterococcus (VRE) n

methicillin-resistant Staphylococcus epidermidis (MRSE)

Staphylococcus aureus Bacillus subtilis Staphylococcus epidermidis Proteus vulgaris

Micrococcus luteus Corynebacterium xerosis

Streptococcus pyogenes Group A Mycobacterium phlei

Streptococcus pyogenes Group B Clostridium tetani

Streptococcus salivarius Clostridium perfringens

Branhamella catarrhalis Bacteroides fragilis

Escherichia coli Enterococcus

Klebsiella aerogenes Enterobacter cloacae J

Lactobacillus sp. Pseudomonas aeruginosa f

Salmonella enteritidis Pseudomonas stutzeri

Shigella dysenteriae Proteus mirabilis V.

Serratia marcescens

However, Surgi-ORC hemostat is not intended as a substitute for systemically administered!
therapeutic or prophylactic antimicrobial agents to control or prevent post-operative infections.

o> — — -
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No adjuvants or additives are added to the product. Surgi-ORC material consists entirely|
of oxidized regenerated cellulose, and thus it is a medical device. f
For risk management purposes, the instructions for use warn against the use of Surgi-ORC?:
as a substitute for systemically administered therapeutic or prophylactic antimicrobial agents. |
Thus, the haemostatic effect of Surgi-ORC is based on its swelling into a gelatinous mass?
when saturated with blood, resulting in the formation of a stable clot. The action mechanism off:
Surgi-ORC is independent from ® the blood coagulation mechanism of the body. The Surgi-ORC;j:
material does not achieve its intended action by pharmacological, immunologic or metabolicl
means. |

INDICATIONS FOR USE |
All four Surgi-ORC material options — ORIGINAL/STANDARD, KNIT, FIBRIL and?
NON-WOVEN/SNOW — consist of oxidized reduced cellulose (ORC) and are intended to be?
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 oif*
ineffective. Options are designed with different weave patterns to control bleeding depending om
the type of surgery and the surface of the bleeding site.
Surgi-ORC OriginaFStandard ~ Composition — 100% oxidized regenerated cellulose (ORC)
Characteristics — Fine weave of ORC, high flexibility.
Indications:
Surgi-ORC Original/Standard is used adjunctively in surgical
procedures to assist in the control of capillary, venous, and
small arterial haemorrhage when ligation or other conventional
methods of control are impractical or ineffective.
Haemostat can be cut to size for use in endoscopic procedures.
Surgi-ORC Original/Standard can be used in many in many
areas  of  surgery. e.g.,, cardiovascular  surgery,
haemorrhoidectomy, implantation of vascular prostheses,
biopsies, lung operations, surgery to the face and jaw, gastric
resection, operations on the throat or nose, liver and
gallbladder operations, gynecological operations, thoracic and
abdominal sympathectomies, neurosurgery, especially
cerebral operations, thyroid operations, skin transplantations,
and treatment of superficial injuries.
Surgi-ORC OriginaFStandart is indicated also for adjunctive
use in dental application to assist in the control of bleeding in
exodontia and oral surgery. It may also be used to help achieve
haemostasis after single or multiple teeth extraction,
alveoloplasty, gingival haemorrhage, impaction, biopsies, and
other procedures in the oral cavity.
Dimensions:
REF SO0-502 - 0.5 x 2.0 inches (1.3 x 5.1 cm);
REF SOO-66 - 0.6 x 0.6 inches (1.5 x 1.5 cm);
REF SO0-0101 - 1X1inch (2.5 x 2.5 cm);
REF SOO 0102 - 1x 2 inches (2.5 x 5.1 cm);
REF SO0-0203 - 2x3 inches (5.1 x 7.6 cm);
REF SO0-0205 - 2x5 inches (5.1 x 12.7 cm);
REF SO0-0214 - 2 x 14 inches (5.1 x 35.6 cm);
REF SO0-0304 -3 x4 inches (7.6 x 10.1 cm);
REF SO0-0408 - 4x8 inches (10.2 x 20.3) cm.
Surgi-ORC Knit Composition — 100% oxidized regenerated cellulose (ORC)
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Characteristics - Denser weave/densely woven knit of ORC
(compared to the ORIGINAL/STANDARD), Soft; pliable
weave structure designed to hold a suture and for delicate
tissue; provides matrix for platelet adhesion and aggregation
for heavier bleeding.

Indications:

Surgi-ORC Knit is used adjunctively in surgical procedures to
assist in the control of capillary, venous, and small arterial
haemorrhage when ligation or other conventional methods of
control are impractical or ineffective.

Haemostat can be cut to size for use in endoscopic procedures.
Surgi-ORC Knit can be used in many in many areas ofsurgery,
e.g., cardiovascular surgery, haemorrhoidectomy,
implantation of vascular prostheses, biopsies, lung operations,
surgery to the face andjaw, gastric resection, operations on the
throat or nose, liver and gallbladder operations, gynecological
operations, thoracic and abdominal sympathectomies,
neurosurgery, especially cerebral operations, thyroid
operations, skin transplantations, and treatment of superficial
injuries.

Surgi-ORC Knit is indicated also for adjunctive use in dental
application to assist in the control ofbleeding in exodontia and
oral surgery. It may also be used to help achieve haemostasis
after single or multiple teeth extraction, alveoloplasty, gingival
haemorrhage, impaction, biopsies, and other procedures in the
oral cavity.

Dimensions:

REF SOK-0101 - 1x linch (2.5 x 2.5 cm);

REF SOK-0102 - 1X2 inches (2.5 x 5.1 cm);

REF SOK-0103 - 1x 3 inches (2.5 x 7.6 cm);

REF SOK-0135 - 1x 3.5 inches (2.5 x 8.8 cm);

REF SOK-0203 -2 x 3 inches (5.1 x 7.6 cm);

REF SOK-0204 - 2 x 4 inches (5.1 x 10.2 cm);

REF SOK-0304 -3 x4 inches (7.6 x 10.2 cm);

REF SOK-0404 - 4 x 4 inches (10.2 x 10.2 cm);

REF SOK-5608 - 5.6 x 8 inches (14.2 x 20.3 cm);

REF SOK-0609 - 6 X9 inches (15.2 x 22.9 c¢cm)

Composition — 100% oxidized regenerated cellulose (ORC)
Characteristics — Lightweight, tufted, soft and layered
structure. 7 layers of fibrous texture. Can be easily peeled off
in any thickness and quantity required. It provides high
flexibility and conformability to surgical sites. It is suitable
for irregular shaped wounds and hard-to-reach areas. Intended
for use directly for hemostasis.

Indications:

Material is used adjunctively in surgical procedures to assist in
the control of capillary, venous, and small arterial
haemorrhage when ligation or other conventional methods of
control are impractical or ineffective.

Surgi-ORC Fibril can be cut to size for use in endoscopic
procedure.
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Surgi-ORC Fibril can be used in many areas of surgery, e.g.,
cardiovascular surgery, haemon'hoidectomy, implantation of
vascular prostheses, biopsies, lung operations, surgery to the
face and jaw, gastric resection, operations on the throat or
nose, liver and gallbladder operations, gynecological
operations, thoraeie and abdominal sympathectomies,
neurosurgery (especially cerebral operations), thyroid
operations, skin transplantations, and treatment of superficial
injuries.

Dimensions:

REF SOF-0101 - 1X1linch (2.5 x2.5 cm);

REF SOF-0102 - 1 x 2 inches 2.5 x 5.1 cm);

REF SOF-0202 - 2 x 2
REF SOF-0203 - 2 x 3
REF SOF-0204 - 2 x 4
REF SOF-0304 -3 x4
REF SQF-0404 - 4 x 4

inches (5.1 x 5.1 cm);
inches (5.1 x 7.6 cm);
inches (5.1 x 10.2 cm);
inches (7.6 x 10.2 cm);
inches (10.2 x 10.2 cm)

Surgi-ORC Non- Composition — 100% oxidized regenerated cellulose (ORC)
Woven/SNOW Characteristics - Structured non-woven ORC matrix, needle
4 punehed with interlocking fibres and feasible in both open and

minimally invasive procedures. Inereased surface contact to
the bleeding site.

Indications:

Material is intended to be used as an adjunctive haemostat in
surgical procedures to assist in the control of capillary, venous,
and small arterial hemorrhage when ligation or other f
conventional methods of control are impractieal or ineffective.
Surgi-ORC Non-Woven/SNOW can be cut to size for use in
endoscopic procedure.

Surgi-ORC Non-Woven/SNOW material can be used in many
areas  of  surgery. e.g.,  cardiovascular  surgery,
haemorrhoidectomy, implantation of vascular prostheses,
biopsies, lung operations, surgery to the face and jaw, gastric
resection, operations on the throat or nose, liver and
gallbladder operations, gynecological operations, thoracic and
abdominal  sympathectomies, neurosurgery (espeeially
cerebral operations), thyroid operations, skin transplantations,
and treatment of superficial injuries.

Dimensions:

REF SON-0102 -1 x 2
REF SON-0202 -2 x 2
REF SON-0203 -2x 3
REF SON-0204 -2 x 4
REF SON-0304 -3 x4
REF SON-0404 -4 x 4

inches (2.5 x 5.1 cm);
inches (5.1 x 5.1 em);
inches (5.1 x 7.6 cm);
inches (5.1 x 10.2 cm);
inches (7.6 x 10.2 cm);
inches (10.2 x 10.2 cm)

CONTRAINDICATIONS j
Surgi-ORC material can be used as a form of tamponade. When used in this manner, it is?,
to be removed after hemostasis is achieved. \%

Surgi-ORC material should not be used for implantation in bone defects, such as fractures,);
since there is a possibility of interference with callus formation and a theoretical chance of cyst'
formation. "
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When Surgi-ORC material is used to help achieve hemostasis in, around, or in proximity?
to bone holes, areas of bone junction, during the spinal cord, or the optic nerve and chiasm?
interventions, it must always be removed after hemostasis is achieved since it will swell and could|
exert unwanted pressure. f.

Surgi-ORC material should not be used to control hemorrhage from large arteries.

Surgi-ORC material should not be used on non-hemorrhagic serous oozing surfaces, since?
body fluids other than whole blood, such as serum, do not react with Surgi-ORC material toS
produce satisfactory hemostatic effect. |

Surgi-ORC material is an absorbable hemostat, and should not be used as an adhesion?

prevention product. ji
Surgi-ORC material shouldnot be used in patients with known hypersensitivity to|
cellulose. f
POSSIBLE SIDE EFFECTS r

Cases of “Encapsulation” of fluid and foreign body reactions have been reported. |

There have been reports of stenotic effect when ORC material has been applied as a wrap"
during vascular surgery.

Although it has not been well established that stenosis was directly related to the use oft
ORC haemostatic material, it is important to exercise caution and avoid tight application of the
ix material as a wrap.

Paralysis and nerve damage have been reported when ORC hemostatic material were used,;
around, in, or in proximity to foramina in bone, areas of bony confine, the spinal cord, and/or the;
optic nerve and chiasm. J

Blindness has been reported in connection with surgical repair of a lacerated left frontal/
lobe when ORC hemostat was placed in the anterior cranial fossa.

Possible prolongation of drainage in cholecystectomies and difficulty passing urine per
urethra after prostatectomy have been reported. /

Burning, stinging sensations, and sneezing may occur when ORC haemostatic material is./
used as a tamponade for nasal bleeding, which are believed to be due to the low pH of the product./

WARNINGS ?

Surgi-ORC material is supplied sterile and must not be re-sterilized. A

Surgi-ORC material is intended for single use and cannot be reused. Reuse of the Surgi-f

ORC material may result in cross-infection. /

Closing with Surgi-ORC material in a contaminated wound without drainage may lead to:

complications and should be avoided. r

C | Surgi-ORC material should not be moistened with water or saline prior to application, as if

may influence the hemostatic effect.

Surgi-ORC material should not be impregnated with anti-infective agents or with other;
materials such as buffering or hemostatic substances. .

It is advisable to remove Surgi-ORC material 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 Surgi-ORC material, by swelling, may exert pressure resulting im
paralysis and/or nerve damage.

Dislodgement of Surgi-ORC material could possibly occur by means such as repacking”,
further intraoperative manipulation, lavage, exaggerated respiration, etc. i

There have been reports that in procedures such as lobectomy, laminectomy and repair of
a frontal skull fracture and lacerated lobe that Surgi-ORC Absorbable Hemostat migrated from the
site of application.

8/
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Special care must be taken by physicians, regardless of the type of surgical procedure, to:-
consider the advisability of removing Surgi-ORC Absorbable Hemostat after hemostasis isf;
achieved. %

Although Surgi-ORC Absorbable Hemostat is bactericidal against a wide range of
pathogenic microorganisms, it is not intended as a substitute for systemically administered!
therapeutic or prophylactic antimicrobial agents to control or prevent post-operative infections. |

Surgi-ORC Absorbable Hemostat is not intended for the primary treatment of coagulation”

disorders. |
The safety and efficacy of Surgi-ORC Absorbable Haemostat in pregnant women have not;'
been established. \
PRECAUTIONS \

Use only as much Surgi-ORC Absorbable Hemostat as is necessary for hemostasis, holdings'
it firmly in place until bleeding stops. Remove any excess before surgical closure in order to!
facilitate absorption and minimize the possibility of foreign body reaction. t

In urological procedures, minimal amounts of Surgi-ORC Absorbable Hemostat should be?
used and care must be exercised to prevent plugging of the urethra, ureter, or a catheter by:
dislodged portions of the product.

Surgi-ORC Absorbable Hemostat could be prevented in chemically cauterized areas.

If Surgi-ORC 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.

Surgi-ORC Absorbable Hemostat 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 otorhinolaryngologic surgery to ensure that none of th&
material is aspirated by the patient.

Care should be taken not to apply Surgi-ORC Absorbable Hemostat too tightly when it is'
used as a wrap during vascular surgery. [

Packing should be avoided, especially in rigid cavities where swelling may interfere with!
normal function or cause necrosis. !

Endoscopic procedures should only be preformed by persons having adequate training and'
familiarity with endoscopic techniques.

DOSAGE AND ADMINISTRATION =

Sterile technique should be followed when removing Surgi-ORC Absorbable Haemostat:
from the sterile container. Minimal amounts of appropriately sized Surgi-ORC Absorbable®
Haemostat is applied on the bleeding site or pressed tightly against the tissue imtil haemostasis i
achieved. The necessary amount of Surgi-ORC Absorbable Haemostat depends on the nature and'
intensity of the bleeding to be stopped. It is not recommended to moisten the material with water
or saline solution before use. Opened but unused Surgi-ORC Absorbable Haemostat should be;
disposed of as it cannot be re-sterilized.

The medical device is intended for use (operation) under standard operating conditions iri’
a hospital operating room. (

The medical device is not subject to maintenance and repair. The product is disposable. ’

SET COMPLETENESS f
The packaging of the medical device contains: ;
- Surgi-ORC material of one design variant — 12 pcs;

-IFU - 1pc.

STORAGE J

The medical device is transported by all means of transport at the temperatures from 0 to:
30 °C. The relative humidity should not exceed 85 %. I
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Store the material in its original packaging in a clean and dry room at a temperature not:I
exceeding 30 °C. The relative humidity should not exceed 85 %.

The outer packaging of the product should be closed immediately after use.

Do not refrigerate or freeze the product. F

The shelf life of the medical device is 36 months from the manufacturing date. ;

The shelf life is indicated on the packagmg of the medical device; the product must not be
used after the expiry date.

e
-

DISPOSAL »
Products coming into contact with blood and/or biological fluids are class B medncal‘
devices under medical wastes classification and may be recycled and/or disposed in accordance,
with applicable national regulations. 5
Unused products (not having contact with blood and/or biological fluids), including those
with expired shelf life, belong to class A medical device under medical wastes classification and?

may be recycled and/or disposed in accordance with applicable national regulations (SanPlN»
2.1.3684-21).

MEDICAL DEVICE MANUFACTURER

Aegis Lifesciences Private Limited

215/216, Mahagujarat Industrial Estate, Moraiya, Ahmedabad-382213, Gujarat :
India :
Tel.: +91 9726903131, +91 9727103131 ;
E-mail: info@aegis-lifesciences.com, admin@aegis-lifesciences.com

Web-site: www.aegis-lifesciences.com

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER OF A:
MEDICAL DEVICE IN THE TERRITORY OF THE RUSSIAN FEDERATION

Medical Research and Production Company Avis Life Science Limited Liability Company
(MRPC Avis Life Science LLC)

ID, office 315, Leningradskaya St., Khimki, urban district Khimki, Moscow Reglon
Russia

Tel.: +7 (965) 120 20 85
E-mail: mnpkavis@bk.ru

SYMBOLS USED IN THE LABELLING

Prohibition on reuse A Warning! “ Manufacturer
Do not re-sterilize Do not use when @ Date of
the package is manufacture
. damaged
Protect from Keep away from [STERILE[R]  Radiation
—_ moisture - sunlight sterilization
EE Refer to E Expiry date Catalogue
the Instructions for number
) Use
j LOT Batch code -Bm Authorized
/{ Upper temperature representative
range in the
European
Community .
10
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MHCTPYKUNA MO NMPUMEHEHWIO |

Matepunan XMpyprmyeckuin remocTaTUYecKuin paccacbiBarolniics (OKMcneHHas |
pereHepypoBaHHas Les1/110/103a) 1

Surgi-ORC :

HAVMEHOBAHWE MEOVNUWNHCKOIO U3LAENNA |

Matepuan  XWpypruyeckuidi  remMocTaTUMYeckumid  paccacbiBatrowimiica  (OKucneHuas
pereHepupoBaHHas uenntonosa) Surgi-ORC, B eocTase: j

. MaTepmuan Xupypruyeckuin  remMocTaTMyeckuii  paccacbiBatowuiica  (OKMCneHHas
pereHepupoBaHHas Leniosa) Surgi-ORC, B HE0OXOANMMOM BapuaHTe UCMONHEHUA - 12 WwT. p

BapuaHTbl NCNOMTHEHUS:

1) Surgi-ORC Original/Standard: SO0-502; SO0-66; SO0-0101; SO0-0102; SO0-0203;
SO0-0205; SO0-0214; SO0-0304; SO0O-0408;

2) Surgi-ORC Knit: SOK-0101; SOK-0102; SOK-0103; SOK-0135; SOK-0203; SOK-024;

SOK-0304; SOK-0404; SOK-5608; SOK-0609; f
3) Surgi-ORC Fibril: SOF-0101; SOF-0102; SOF-0202; SOF-0203; SOF-0204; SOF-0364;
SOF-0404,

4) Surgi-ORC Non-Woven/SNOW: SON-0102; SON-0202; SON-0203; SON-0204; SON-
0304; SON 0404.

Il. IHCTPYKUMA NO NPUMEHEHNIO - | LWT. b

MMoTeHUManbHbIMU  NOMb30BATENA  MEAULMHCKOIO U3[enns ABAAIOTCA Bpayvu-Xupypru,
CPeAHUIA MeAUNLMHCKNIA MepCcoHan.

OMMCAHNE J
Matepuan Surgi-ORC npegctaBnseT coboi abcopbupyemyto (paccacbiBaroLLytOCs) TKaHb,
M3rOTOB/IEHHYIO W3 pereHepypoBaHHON (BOCCTAHOB/IEHHOM) LIe/0N03bl METOLOM YNPaB/isieMoro
OKUCNeHWs. W3nenne aBnseTcs CTepusibHbIM. MONOTHO MMeeT LUBET OT 6enoro Jo 6nefHo-Xentor”™ u
cnabblii, NOX0XWiI1 Ha Kapamesib, apomMar. 3genne coxpaHaeT CBOM CBOMCTBA B TeYeHVe YCTaHOB/IEHHOM0
BpEMEHV XpaHeHWUs MNpY KOMHATHOM Temnepartype. OfHAKO CO BpPEMEHeM MOXET Habnwoaatbes
He60/bLL0e 06ecLBeYMBaHME, KOTOPOE NPU 3TOM He BAMSIET Ha APMEKTUBHOCTD. (
Matepwuan Surgi-ORC BbinyckatoTcs B BapmaHTax (Mogensx) ORIGINAL/STANDARD, KNIT,
FIBRIL 1 NON-WOVEN/SNOW, W3roToBMEHHbIE M3 TOW >X€ OKWUCNEHHOW pereHepupoBaHnii
LIE/I/TK0M03b!. i
Matepuan Surgi-ORC oTBevaeT BCeM TpebGOBaHWAM, MpPeAbsBASEMbIM K  OKUCNEHIpi
pereHepMpoBaHHOW (BOCCTaHOB/IEHHOM) LieN/IH0/103€, YCTaHOB/IEHHbIM MEX/YHapoAHbIM TpeboBaHue.

Moka3saTenb Kputepuih npnemneMocTm
NpeHTngmkaums [0/KeH 06pa30BbIBaTLCA 0CaA0K B BUAe 6efbiX g
X/0MNbEB

MoTepa macchbl Npy BbICYLLNBAHUN He 6onee 15,0% i
BogopoaHsblit nokasartens pH 1,0...3,0 f
OCTaTOK MU CXKUFaHUK He 6onee 0,15% 1
MpenencHoe cofepXxaHue asoTa He 6onee 0,5 % i
MpefenbHoe cofep>kaHue hopmanbiernaa He 6onee 0,5 % /
KonunuectseHHOe onpeaeneHue oT 18,0 fo 24,0 % Kap6okcunbHbIx rpynn (COOH);:
LIeNNH/103bI

CrepusibHOCTb OTCYTCTBME poeTa MMKPOOPraH1M3moB 4

>0
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. . . Surgi-ORC i
Surgi-ORC Surgi-ORC Surgi-ORC g
Mokasatent o idinal/Standart ICnit FibrO Non- 1
g Woven/SNOWA
LiBeT BneaHo-KenTbil BnegHo-xenToblli  BrnegHo-xentelin  BregHo-XenTolid
Cnabbliit Cnabblii Cnabblii Cnabbii 1
3anax KapamesibHbIi KapamesbHblii KapamenbHbIi Kapame/bHbll:;
apomar apomar apomar apomar  ?
bnegHo-xentas
bnefHo-xentas "
BnegHo-xenTas mapneBast BaTHAS BnegHo-xenTa“
o mMapneBas cangerka cangeTka BaTHasa canetk”
BHeLwwHWiA BUAg P P o P N cangerTka P .
(TpVIKOTa)KHbIVI (TpVIKOTa)KHbIVI o (BONOKHUNCTHLI;
ceTyaTblil maTepuan) ceTyaTblit (BonOKHMCTLIN maTepuan) 1
P marepwuan)
marepwvan)

IMpo4YHOCTb H

POYHOCTL Ha (50...70)H (65...85)H He NPYUMeHUMO He NPYMEHNUMP:
paspbIB
PacTaxeHue (1,5...2,5) cm (1,0...2,0) cm He NpPYMeHNMOo He NPUMEHMUMO
HA3SHAYEHWE i

»

Martepuman Surgi-ORC ucnosib3yeTca B KayecTBe AOMOSHUTENIbLHOTO CPeAcTBa B Pas/IMyHbIX
XMPYPruyeckrx npouesypax Ans okasaHus NomoLLy, KOorha KOHTPO/b KPOBOTEUYEHNS U3 KanuanisapHO1x,
BEHO3HbIX VI MeJIKUX apTeprasibHbIX COCY0B C MOMOLLbIO [aB/IeHUs, INraTypbl U ApYTruX TPaSULMOHHbIC
npouenyp HeaddekTBeH MM HeuenecoobpaseH. Matepuan Surgi-ORC MoxeT 6bITb paspesaH ;no
pa3mMepy npwv NPoBeAEHUN 3HLOCKOMUYECKMX NpoLeayp. i

NPUHUWMN AENCTBUA

Martepuan Surgi-ORC, BCTynas B KOHTaKT C KPOBbO YesioBeKa, 06pa3yeT KOPpUUYHEBATYHO UK
YEepHYH CTYLEHUCTYH MaccCy. JTa CTyAeHuUCTasd macca [LelCTBYeT KaK (m3myeckas maTpuua; K
KOTOPOWA MOTyT MPUKPENnAsTbCA TpoMbouuTbl. [pu arperaymm TPOMOOLMTOB M 06pa3oBaHUU

TpoM6oLMTapHO-(MOPMHOBO NPOOKM pasbyxalowmii - mMatepuan OKasblBaeT [aBfieHne "a
OKpYy>atolLime TKaHu, cnocobCcTBys remocTasy.
AHTMbaKTepMasbHOe  CBOWCTBO  TemMOCTaTMYeCKMX  CPeACcTB U3 OKMUCNeHloi

pereHepmpoBaHHON Uenntonosbl (ORC) 00ycnoBneHO XapaKTePUCTUKaMU Camoli OKMCIEHHOM
Lenntono3bl. MpuUUmMHoO aHTMOaKTEPUaNbHOIO AdeKTa ABNAETCA HU3KUI YpoBeHb PH OKUCNEHHON
LLeN1t0/103bl, KOTOPbIA MOXET NOAaBAATb POCT MUKPOOPraHNU3MOB.

MOMMUMO  MEeCTHbIX TemMOoCTaTUYeCKMX CBOWCTB, MaTepuan Surgi-ORC  ob6nagaet
6aKTepuMuMAHBIMM CBOWCTBAMM in Vitro NPOTWB LUMPOKOFO CMEKTpa rpaMnofioKUTENbHbIX-" 1
rpamMoTpuLaTe/ibHbIX OpraHM3MoB, BK/IOYas aapoboB 1M aHa3poboB, TaKMX Kak:

methicillin-resistant Staphylococcus aureus (MRSA)

penicillin-resistant Streptococcus pneumoniae (PRSP)

vancomycin-resistant Enterococcus (VRE)

methicillin-resistant Staphylococcus epidermidis (MRSE)

Staphylococcus aureus Bacillus subtilis Staphylococcus epidermidis Proteus vulgaris

Micrococcus luteus Corynebacterium Xerosis

Streptococcus pyogenes Group A Mycobacterium phlei

Streptococcus pyogenes Group B Clostridium tetani

Streptococcus salivarius Clostridium perfringens

Branhamella catarrhalis Bacteroides fragilis

Escherichia coli Enterococcus

Klebsiella aerogenes Enterobacter cloacae

Lactobacillus sp. Pseudomonas aeruginosa f

Salmonella enteritidis Pseudomonas stutzeri

Shigella dysenteriae Proteus mirabilis

=

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Russian language / Pycckuii fi3bIK

Serratia marcescens f
OpHako remocTatr Surgi-ORC He fBnsieTcA anbTepHAaTMBON CUCTEMHO MPUMEHSEM|;IM
TepaneBTUYECKUM UK NPOPUNAKTUHECKUM aHTUMMKPOOHbLIM npenapaTam. f

Hunkaknx [ONOAHUTENbHbLIX BCMOMOraTe/lbHbIX fIeKapCTBEHHbLIX CPeAcTB unyu [o6aBOK B
n3genne He pobasnsetrcd. Matepman Surgi-ORC  NOMHOCTbIO  COCTOMT M3 OKUCNEHBAWA
pereHepuMpoBaHHON LeN0N103bl, TakuM 06pa3oMm, M TakuMm 06pa3oM, ABNAETCA MeLULMHCIONM
nsgenvem. |

B ynpaBneHuMa pucKamn WHCTPYKUUSA MO NPUMEHEHUIO COZePXMWT npeaynpexieHve! o
HeZonyCTUMOCTW MUCMONb30BaHUA MaTepuana Surgi-ORC B KauecTBe 3aMeHbl CUCTEMHO BBOAUNGIX
TepaneBTUYECKNX UM NPODUNAKTUYECKUX NPOTUBOMUKPOOHbLIX CPEACTB. L

Takum o06pa3om, remocTatMyeckoe pfeicteMe maTepuana Surgi-ORC 3aknio4aetca?; B
06pa3oBaHWM CTY[EHUCTON MacCbl MPU HACbILWEHWM KPOBbIO, 4TO MNPUBOAUT K 06pa3oBaHuio
YyCTOWYMBOro cryctka. MexaHusm [eicTems remoctaTnyeckoro matepunana Surgi-ORC He 3aBucut
OT MexaHu3Ma CBepTbiBaHMA KpoBM B opraHuame. Matepuan Surgi-ORC He AocCTUraet CBOEro
npeanonaraemoro AercTena (apmMakosiorMyecKnuM, UMMYHONOTMYECKAUM WM MeTaboIM4yecKnm
nyTem.

MOKA3AHNA K MPMMEHEHWIO

Bce ueTbipe BapnaHTa maTepuana Surgi-ORC - ORIGINAL/STANDARE), KNIT, FIBRIL u
NON-WOVEN/SNOW - coCTOST M3 OKWCNEeHHOW BOCCTaHOBNeHHOW wuennnossl (ORC)ji n
npefHasHayeHbl A0S OKasaHMs TMOMOWM B XMPYPrUYECcKUX ornepauusx, Korga KOHTpp/b
KPOBOTEYEHUS U3 KanWANAPHbIX, BEHO3HbIX W MeNKUX apTepuanbHbIX COCYAOB C MOMOLL;™MO
[aBNeHNs, NUraTypbl U ApYrux TPaguLMOHHBIX NPouesyp HeapgeKTUBEH UM HelenecoobpaseH.
BapuaHTbl paspaboTaHbl C pas/IMyHbIM PUCYHKOM MAETEHUS ANF KOHTPONS KPOBOTEYEHUS B
3aBMCMMOCTW OT TUMNa onepawymm 1 NOBEPXHOCTN MecTa KPOBOTEUEHNS. I

«|

Surgi-ORC OriginaFStandard CocTtaB 100% okmucneHHas BOCCTaHOBNEHHasd LeN103a
(ORC)
XapakTepucTtmka - TOHKOe pefkoe nepenneteHne OR(,
TPMKOTaX XOPOLLER 31aCTUYHOCTH. r
MNokasaHunA:
Wcnonb3yeTca B KayeCcTBe BCMOMOraTeNnbHOro CpefcTsa npu
XVPYPruyecknx onepauusax s OCTaHOBKM KanuinsipHOro .1
BEHO3HOr0 KpOBOTEYEHWA, a TaKXe KPOBOTEYEHWUA M3 MaiLu
apTepuii, Korga nMrupoBaHvie U Npoyme TpaguLMOHHbIe METOMT
OCTaHOBKM KPOBOTEYEHUS ABNAIOTCA HeLenecoobpasHbIMU Un
Hea(h(heKTMBHbLIMN.
Matepuran MOXeT o06pe3aTbCa [0 HYXHOro pasmepa pAns
1CNONb30BaHNA B X0 IHLOCKOMMYECKNX NpoLesyp. n
MaTepran MOXeT MWCNo/b30BaTbCd BO MHOrMX o6naet”
XVPYprun, TakMX KakK CepAeyvyHO-COCYAUCTas  Xupyprus,
reMoppouA3KTOMMUA, UMMNIAHTaLMsA COCYAUCTbIX MpOTEe30p,
6uoncus, onepaums Ha Nerkux, onepawuuy Ha imue v YencTy,
peseKkLmMs Xenyaka, onepaumn Ha ropsae n Hocy, onepauun "a
MeYeHN W >KeNYHOM My3blpe, FMHEKONOrnyeckme orepaumi,
TOpaka/ibHble n abOMUHaNbHble CUMNATIKTOMUMN,
Helpoxmpyprus, 0COOGEHHO onepauun Ha TFONOBHOM MO3r”,
onepauuy Ha WMTOBUAHON >Xenese, nepecajka Koxu, neyeHue
NOBEPXHOCTHbIX TPaBM. A
Kpome Toro, matepuan nokasaH A5 UCMo/ib30BaHUA B KayecTB"e
BCMOMOraTe/ibHOro CpefcTsa B CTOMATo/1I0rMm, AN CoAeicTBumS
B OCTaHOBKE KPOBOTEYEHUSA Npu yaaneHnum 3y60B U YentoCTHp-

»14
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NLEBOI XMpyprumn. Kpome Toro, ero MOXHO MCNOb30BaTh A5
[OCTVMXXEHMSt remocTasa Mocne yAaneHws oaHoro Wi
HECKONbKNX 3y60B, anbBeONONNACTUKM, KPOBOM3NUSHUA (1B
AECHY, peTeHUmMKn, bruoncum n Apyrux npoueayp B NoaocTu pra.

Pa3mepbi: >
REF SO0-502 - 0,5 x 2,0 gtorimos (1,3 x 5,1 cm); 5
REF SO0-66 - 0,6 X0,6 gtoiimos (1,5 x 1,5 cm); (
REF SO0O-0101 - 1x 1pgtoim (2,5 x 2,5 cm); I
REF SOO 0102 - 1 X2 gtoiima (2,5 x 5,1 cwm); n
REF SO0-0203 -2 x 3 pgioiima (5,1 x 7,6 cm); f

REF SO0-0205 - 2 x5 pgroiimos (5,1 x 12,7); |

REF SO0-0214 -2x14 proiimos (5,1 x 35,6 cm); r
REF SO0-0304 -3 x4 pgroiima (7,6 x 10,1 cm); (
REF SO0-0408 - 4 x 8 pgroiimos (10,2 x 20,3 cm) "
Cocrtas 100% okucneHHass BOCCTAHOB/IEHHasa LenI103a
(ORC) f

XapakTtepuctmka - 6onee nNAOTHOE METEHME/NNOTHbIN

TpukotaxX wn3 ORC (N0 cpaBHeEHMIO C  BapuaHTam
OR1GINAL/STANDARD), wmdArkas, nofarnvMeas CTPYKTypa
nneTeHus, npefHasHayeHHas Ans ¢ukcaumm wWea wn Ans
JeNVKaTHbIX TKaHel; obecneymBaeT maTpuuy 418 ajre3uu L
arperayun TpoM6oUMUTOB NpU 60/1€€ CUNLHOM KPOBOTEUEHUN.|.

MNokasaHu4: |

Wcnonb3yeTcs B KayeCcTBe BCMOMOraTesibHOro Cpefctsa npu
XUPYPruYecknx onepauusax ANff OCTaHOBKWU KanuinspHoro ,u
BEHO3HOI0 KPOBOTEYEHWA, a TakKkKe KPOBOTEYEHMS U3 MasibIX
apTepuii, Korga MMruposaHne 1 nNpoyne TpaguLMOHHbIE MeTOoa
OCTaHOBKMW KPOBOTEYEHUS ABNSAKOTCA HelenecoobpasHbiMU Un
He3a(MEKTVBHBIMU.

MaTepran MOXeT o06pe3atbCs [0 HYXHOro pasmepa [Ans
NCMOo/Ib30BaHNA B XOLE 3HAOCKOMMYECKUX MpoLeayp.

Martepuan MOXEeT MWCMoMb30BaTbCad BO MHOIMX 061acTax
XUPYprum, TakKMX KakK CepheyHo-cocyamucTas  Xupyprus,
reMoppouA3KTOMMUSA, UMMNAAHTaUMa COCYAMCTbIX MPOTEe30B,
6voncus, onepauua Ha Nerkux, onepauun Ha nnLe U YencTn,
pe3eKuuns Xenynka, ornepauuy Ha ropse u Hocy, ornepauumn Ha
MeyeHW W XKeNYHOM My3blpe, TMHEKONOTMYecKue ornepauuu,
TOpaKasibHble n abloMVHanbHbIE CUMNATIKTOMUG,
HepoXmpyprusa, 0CO6eHHO onepauuMyM Ha TFOMOBHOM MO3(,
onepauun Ha LWUTOBMAHON XXenese, nepecagka KoXu, neveHue
NMOBEPXHOCTHbIX TPaBM.

Kpome TOro, marepvan nokasaH 15 UCNO/b30BaHNA B Ka4eCTBe
BCNOMOraTesibHOro cpeAcTsa B CTOMATO/IONMK, 415 COAeiCTBiAA
B OCTAHOBKE KpPOBOTEYEHUS Mpu yaaneHun 3y60B WU YeNtoCTHP-
nunueBol xupyprun. Kpome T0oro, ero MoXHo Ucnonb3oBatb s
OOCTVMXEeHUs remoctasa nocfe yAaneHus OAHOro  uau
HECKONbKMX 3y060B, a/ibBEO/IONNIACTUKN, KPOBOWU3NNAHUA "B
[EeCHy, peTeHuMmn, 6UONc1Mmn 1 4pyrux npouesyp B nonoctu pra.
Pasmepbl:

REF SOK-0101 - 1 X1 atoim (2,5 x 2,5 cm);

REF SOK-0102 - 1X2 gtoima (2,5 x 5,1 cm);

REF SOK-0103 - 1x 3 groiima (2,5 x 7,6 cm); A
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REF SOK-0135 -1 x 3,5 miotima (2,5 x 8,8 cM);
REF SOK-0203 - 2 x 3 moiima (5,1 x 7,6 cM);

REF SOK-0204 - 2 x 4 moiima (5,1 x 10,2 cm);
REF SOK-0304 — 3 x 4 mo#ima (7,6 x 10,2 cM);
REF SOK-0404 - 4 x 4 mio#ima (10,2 x 10,2 cm);
REF SOK-5608 ~ 5,6 x 8 jioiimon (14,2 x 20,3 cM);
REF SOK-0609 — 6 x 9 aiofimon (15,2 x 22,9 cM)

T-:i»:"-, WD RV St v et

Surgi-ORC Fibril

Cocras ~ 100% oxmCiIeHRAE BOCCTAHOBNEHHAS nemuonoga
(ORC)

XapaKkTepHCTHKA — €rKad BOJOKHHCTas CTPYKTYpa No mny
BaTH, 7 OB BONOKHHCTOH TekcTyphl. Jlerko paccnauBacTes
npu moGoli TonumEc H B moboM HeoGxOmMMOM xonullec'mp
ObecneynBacT BHICOKYIO NOJATAMBOCTD H MNPHICTAHHE gs
ofmacTu XHpyprHIecKoro BMemareNseTea, Ilogxopar mi pan
HempasmnbHOM GQOpMH B  TPYAHOAOCTYMHEIX
lpennasnaser And HCHONL30BAHMA HETIOCPEACTBEHHO
reMocTasa.

TMoxazanus:

Hcnoanayerca B KaueCTBE BCIIOMOTaTEIbHOIO CPElCTBA npu
XUPYPrH9eCKHX ONCPAIHIX NI OCTAHOBKH KAIMMWLIAPHOTO iM
BEHO3ZHOTO KPOBOTCYCHHA, 2 TAKAKC KPOBOTCYCHHA H3 Mannx
apTephii, KOTJA THIHPOBAHHE H IPOYHE TPANHIIHOHHBIE METORE!
OCTaHOBKHM KPOBOTCHCHHA ABAIOTCH HELeAeCoo0pasHbIMU ni
HexbbEeKTHBHEIMA,

Martepnan Moxer o0pesarsca A0 HYXHOIO paiMepa m
HCIIONB30BAHUA B XOAC¢ YHAOCKONHISCKAX IIPOLCAYD.

Marepuan Surgi-ORC Fibril moxer mHcnons3obaThea ‘B
pPa3IMYHHX OONAaCTAX XHpYpruH, HampuMep, B oepnemm—
COCYMMCTON, TNpH  ICMOPPOHAIKTOMHH, uunnamam
COCYAMCTHX HpOTe30B, NMpoBeAeHHA OHoncuy, OnepalAX HAa
JIETRHX, B YCMIOCTHO-IMLEBON XHpYpIHH, NpH peaexw
MenyzKa, npd onepanuax na JIOP-opranax, neucHu u xemm@a
Iy3bipe, NpH THHEKONOTHYECKHX ONEpalnaX, TOPAKANbHOH ‘H
a0 IOMHHANLRON CHMIIATIKTOMHH, B HCHPOXHPYPIrHH (

IPH ONICPaTHBHHIX BMENIATE/NHCTBAX HA FOJIOBHOM MO3Te),
ONepaUHAX Ha NMTOBHAHON enese, INEpecagke KOXH En
NIEYCHHMH NOBEPXHOCTHHIX TPABMATHYCCKHX NOBPEKACHHHN.
Pazmepsr:

REF SOF-0101 -1 x 1 moiim (2,5 x 2,5 cM);

REF SOF-0102 - 1 x 2 moiimMa (2,5 x 5,1 cm);

REF SOF-0202 - 2 x 2 moiima (5,1 x 5,1 cM);

REF SOF-0203 -2 x 3 moiiMa (5,1 x 7,6 cm);

REF SOF-0204 - 2 x 4 moiima (5,1 x 10,2 cm);

REF SOF-0304 - 3 x 4 mioitma (7,6 x 10,2 cM);

REF SOF-0404 — 4 x 4 mioiima (10,2 x 10,2 cM)

?
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Surgi-ORC Non-Woven/SNOW

Cocras - 100% OKHCIEHHAd BOCCTAHOBICHEAA uemnonoéa
(ORC)

XapaKTepPHCTHKA — CTPYKTYPHpPOBAHHAA HETKAHAN ua'rep%n
ORC, mrinonpo6uBaan ¢ NEPEKPEMMBAIOIMMAC BONOKHAMY,
npmmmmommmnmmmgo
HHBASMBHHX npoueayp. IIoBHIneHHEIH uonepxnocrmiﬁ
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Tloxazanus:
HcnoassyeTcs B XauecTBE BCTIOMOTATENBHOIO CPEACTBA l:lﬁ!
XHPYPr#YeCKHX ONepammex U8 OCTAHOBKH KaNHUIIPHOTO gn
nenoaxoroxpomeqemm,amxpomeqemmmm
aprepnit, Korjia NTETHPORAHHE H NPOUHE TPAAHIHOHHEIC ue'roq.l
OCTAHOBKH KPOBOTEYCHHA ABIEIOTCA HeLenecooOpasHbEIMH Wi
HexpdexTHBABIMY,
Marepnan MOxHO o0pe3aTs OO HYXKHOIO pasMepa m
HCIOMNL30BAHAA B XO/I¢ YHAOCKOIMHYECKHX IPONESHYP.
Marepuan  Surgi-ORC ~ Non-Woven/SNOW uoxgr
HCTIONB30BaTLCA B PAVIMMHBIX 061aCTaX XMPYPIruM, Banps
B CCPACYHO-COCYBHCTOH, npH reMOPPORASKTOMHF
HMIUIAHTALMA COCYIHMCTHIX MpOTe30B, OHONCHH, onepanuax Ba
NIETRHX, B YCMIOCTHO-IANICBON XHpYprHuW, NpH 4
HKEITY/IKa, OIEPAIMAX Ha FOPJIC H HOCE, ONEpauuaX Ha NCYCHH:H
MeNUHOM  My3bpe,  IHHEKONOTWISCKAX  omepaumsy,
TOpakansHod H  aGIOMHHANBHOM  CHMIATIKTOMHHM, ‘B
Helipoxupypran (B YaCTHOCTH HpH onepanm H3 TONOBHOM
MO3re), NPy ONEpauMsX HA LUTOBHAHON Kenese, mepecanke
‘ KOXH H JIEICHHH NOBEPXHOCTHEIX NIOBPCKICHMIA. &
Pa3mepni:
REF SON-0102 - 1 x 2 motima (2,5 x 5,1 cM);
REF SON-0202 - 2 x 2 moi#ima (5,1 x 5,1 cm);
REF SON-0203 - 2 x 3 moitma (5,1 x 7,6 cM);
REF SON-0204 - 2 x 4 moiima (5,1 x 10,2 cm);
REF SON-0304 - 3 x 4 motima (7,6 x 10,2 cm);
REF SON-0404 —~ 4 x 4 moiima (10,2 x 10,2 cM)

L w2 At

IMPOTHBOMNIOKA3IAHHUA %
Marepuan Surgi-ORC He mpeanasHadeH And TAMIOHAPOBAHMA paHH. OmHAKO, B
HCTIOJNB30BAHAE €0 TakuM 00pasoM, OH JOoXeH OWTH yAaNen M3 PAaHH! CPa3y IOCHE nomenm

TeMOCTA38, d,
Marepuan Surgi-ORC He R0MKeH MCTIONB30BATHCS AIS HMILIAHTALMHE B KOCTHHE [
TaKHX KaK NEPeIOMBl, MOCKOAbKY OH MOXeT MemaTh 00pa3oBaHuic KOCTHOH MO30/H H m#rb

oGpasoBaHHEe KHCTH,
2 Koraa marepman Surgi-ORC npHMeHAeTCA IS XOCTHACHHA I'€MOCTAa3a B HIH no%
“ KOCTHBIX OTBEPCTHI, YIaCTKOB KOCTHOTO COSNHHEHNA, IPH BMEIMIATE/ILCTBAX HA CIIHHHOM MO3I'e

SPHTELHOM HEPBE H B 00/IACTH XHA3MBI, TO NOC/C ROCTIDKCHUS INEMOCTa3a ero Beeraa Heo6xo,

yAanaTh, NOCKOALKY NPH HA6YXaHHH MATEpHANA OH MOXKCT OKA3HBATh HEXEIATEIbHOS mnmemaqt

Marepnan Surgi-ORC Be cenyer HCnons30BaTh VIS OCTAHOBKH KpOBOTeveHnit u3 KpyHHBIX
aprephif.

Marepuan Surgi-ORC HE cnexyeT HCNOIB30BAT HA HETCMOPPATHYESCKHX cepl.eano
COYANAXCA MOBEPXHOCTAX, MOCKOALKY APYTHE XHIKOCTH OpPraHH3Ma, B TOM UHCIE oeposni.lﬁ
JKCCYJIAT, 33 HCKIIIOUCHHEM LIENBHOMH KPOBH, HE BCTYIIAIOT B PCAKUMIO C MATEPHAIOM Surgt-ORC ¢
HONYICHHEM YAOBICTBOPHTEIbHEIX PE3yNbTATOB,

Marepran Surgi-ORC sBaserca paccacHBAIOIINMC TeMOCTATHIECKHM MATEPHAIOM nme
IpeaHa3HaYeH HCIIOAB30BATHCA B KAUECTBE CPECTBA X NPEAOTBPAICHAS CIIacK.

Marepaan Swrgi-ORC He cheayeT NPHMERSTP Y NAHEHTOB ¢ nsnecmoﬁ
THNEPYYBCTBUTENHLHOCTHIO K IISJUTIONO03E.

sugie rafl o WS
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BO3MOXHRBIE NOBOYHBIE 3®®EKTH

HMeroTcs cooOMICHNA 0 CTyYaiX «HHKAICYNAUAY XUIKOCTH U BO3HHKHOBEHHH peaxnnéna
HHOPOJHOE TEJO.

Coofmanock 0 caydgagx CTeHOTHHECKOro >ddexTa nmpH npuUMeHEHHH reuoc'ramqecmo
mareprana ORC B BHIe «MammKeTH», 00CPHYTOH BOKPYr COCYAMCTHX CTPYKTYP NpH cocyzmc@ﬁ
XHPYprHu.

XoTa TOYHO HE YCTAHOBJICHO, YTO CTEHO3 ORI HAUPAMYIO CBA3AH C ucnomosan&u
reMocTarmdeckoro Marepuana ORC, BakHO coOmIOnaTh OCTOPOXKHOCTS M H3berarh mwmém
HAJIOKEHHA MaTepHania B BHAC «MAHKCTHD?. £

Korna reMocraraueckoii Marepman ORC ncnosm30Bancs BOKPYT, BRYTpH Hian BO.
xoc'nmxomepmﬁnmnocmﬁnpnonepammnacnmmouumnfmspnmmnepmﬂs
00nacTH XHa3MBI BHISBICHH CTyJad BO3HNKHOBCHHS Hapanuucii U NospexkAcHMi HepBOB. P

Cooﬁmanocsocnyuaaxnorepnapemncmncmpypmmmumomm
pasopeaHHOH sepoif mobmo# momm, korga reMocraruueckodt Marepman ORC W B
nepenHeit yepenHoit aMKe.

Bo3moxHoe ynenmnne BPCMCHH MCIIONB30OBAHMA JpPCHAXA NPH xonennc'ramuna' |
3aTPYAHEHHC NPOXOXKACHHA MOTH Yepes uoqclcnycxmnbnuﬁ KAHAJ IOC/IE TIPOCTATIKTOMHY.

OulymeHHA GIOKCHHA» H «TOMMIBBAHIAY, TUXAHHE MOTYT BOSHHKATh IIPH MCIIONB30BAHUH
Mmarepnana remocrarageckoro ORC B kadecTse TAMNOHAAW NPH HOCOBBLIX KPOBOTCHCHHAX, KaK

.

Rl

shtar”

‘ TONATAKT, H3-33 HA3KOro pH mpozykTa. A
NPEAYINIPEXJIEHHA
Marepuan Surgi-ORC nocTaBngercs B CTCPUABHOM BHAC H HE IIOAJICHKHT non‘ropmoﬁ
CTEPUNH3ANMH.

Marepnan Surgi-ORC npenmasmayeH IS ONHOKPATHOIO NPHMCHCHHA ¥ HE uozge'r
HCNONb30BaTHCH NOBTOPHO. IloBroproe Acnom3osanne Marepuana Surgi-ORC Moxer npnnecm K
nepekpecTHON HHPpexnHu.

Ocrasnenne Mareprana Surgi-ORC B 3axpuroit nHuuHpoBanHoit pate Ges apenaxa nop‘r
IIPHBECTH K OCNIOKHCHHAM H 3TOTO CleayeT u3berars.

Marepuan Surgi-ORC He ceayeT cMavHBATH BOROH HnH PUIPACTBOPOM, TAK KaK ITO Moger
TOB/HATH Ha FeMOCTATHUCCKHH S dekT. &

Marepuan Surgi-ORC He creayer NpONHTHBATH aHTHOAKTEPHANIBHHIMH BEIICCTBAMH b
OPYTHMH CPeACTBaMM, TAKMMH Kak OydepHhie WiH IeMOCTATHYSCKHS BEIICCTBA. -

Marepuan Surgi-ORC pexkoMeHAyeTcd YAAISTh HOCHES AOCTHKCHHA I'€MOCTa3a.
HEOOXOAMMO BCETAR YAANATD H3 MECTA NPHMCHCHHS NPH HCIOML30BAHHH B, BOKPYT HWin BOMH3H
KOCTHBIX OTBEPCTHIL, YIACTKOB KOCTHOTO COS/THHEHHS, IPA BMEIIATENbCTBAX HA CITAHHOM MO3Te i

‘ 3PUTCBHOM HCPBE M B O0NacTH XHA3MBbI, HE3ABMCHMO OT THIA XHPYPrH4ecKOd NpomCAypH,
NOCKONBKY ua‘rcpnan Surgi-ORC Moxer oka3mBars JaBN¢HWe, OPABOMIIICS K Napaqudy n/@m
NOBPEXICHHIO HEPBOB B PE3YALTATE OTECKA,

Cuvemenne Matepnana Surgi-ORC MoxkeT NpoH30oHTH B pesynbTaTe TaKHX AclcTBHIA, m
BTOPHYHOE YIUIOTHEHHE, nam.neﬁmne HMHTPAONEPAlHOHANE MaHWTYNSIuH, npomame,
YCHIEHHOE ABIXAHHE H T.K. :

Ilpn TakHX onepauMsx, kaK JOGIKTOMMA, JAMHHOKTOMHA H BOCCTAHOBICHHE nepenon‘pa
NOGHBEIX KOCTell ¥epena H pasphisa ZIONH, CYHIECTBYET BEPOSTHOCTD MHMTPAlIMH MATEpHANA Su::gn
ORC u3 MeCTa NPHIOXCHHA.

Bpaun, He3aBHCHMO OT THIIA XHPYPTHYECKOIO BMEINATENbCTBA, JODKHE YASHATH OC
BHHMAHHE 11e1eco00pasHOCTH yaanenus Mareprana Surgi-ORC nocne JOCTHXEHNA reMocTasa. 3

Hecmorpa Ha TO, 9yro Marcpuan Surgi-ORC obnanaer GaxrepunmaanmM AcHcTBHCM: B
OTHOLICHHH IIHPOKOTO CMIEKTPa MATONCHHKX MHKPOOPraHU3MOB, OH He IPSAHA3HAYCH A% 3aMe]
CHCTEMHO BBOOHMMBIX TCPANEBTHYECKAX WIH NMpodHIaKTHICCKAX AHTHOAKTePHATEHEIX npenapa‘gon
AN KOHTPONA MM NPOGHIIAKTHKH NIOC/ICONCPAHORHAIX HHPeXIHH,

Matepnan Surgi-ORC e npeHasHayes Afis NEPBAYHOTO NECICHHS HAPYIIEHHIL xoarynan@u
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BeszonacHocTs W 3dpdexTupHOCTS nipenapara Surgi-ORC y GepeMeHHHIX XeHINAH §ne
YCTaHOBNIEHA. §:
§.

MEPHI IPEJOCTOPOXHOCTH 3

Cnexyer wmcnomb3oBaTs CTONEKO MaTepuana Surgi-ORC, ckombK0 HEOGXOmMMO s
TEeMOCTa3a, KPEMKO YACPKHBAd €ro HA MECTE A0 TeX NOp, MOKA KPOBOTEYCHHE HE TIPEKPATHTCA.
YoanuTs W3THIIKH TEpel XHPYPTHYECKAM 3aKpHTHEM, 9To0n obXerduTs paccacsmanuegi |
MHHHMH3HPOBATH BO3MOXKHOCTD peakiiiy Ha HHOPORHOE TENO.

Ilpr yponoruueckHx npomeRypax CHICAYeT HCIOML30BATE MAHHMANBHOE xommec'ma
marepnana Surgi-ORC u co6nionars ocTOpoXHOCTS, 9TOGH H3GEXATH 3aKYNOPKH YpETpH,
MOYETOYHHKOB FITH KATCTCPa CMCICHARIMY YacTAMH OPOAYKTA. 4

Marepuan Surgi-ORC ue cenyer HCOMb30BATH HA XHMUYECKH NPHACKERHBIX YIaCTKAX.

Ecnn marepuan Surgi-ORC Bpemenno MCHONB3yeTCA B MONOCTAX GOMBOIMX OTKPHITHIX an’
TO €10 CNEAYET PasMEIaTh TaK, ITo0H Kpas KOXH HE MCPEeKPHIBAIMCE.

Marepnan Surgi-ORC cnexyeT yaanars u3 OTKPHTHIX PaH IUINAME HIH IyTeM opome?m
CTEPHNBHOH BO/IOH AIH GH3HONOrHIECKHM PACTBOPOM IIOCIE OCTAHOBKH KPOBOTCUCHHS.

OnpefieneHHRIE MCPH IPEJOCTOPOXKHOCTH CHEAYeT UPHHMMAT, B JIOP-xupypmn B
OTHONICHHH NPSAOTBPAICHHA ACTINPAIAH (PPArMCHTOB MATEPHANA IALMEHTOM.

Ipu nenons3osanun Marepuana Surgi-ORC B cocyancroit xupyprau no Tuny «Maaxcm»

. HEeO0XO0MO CICMTE 38 TeM, YTOOH OH He G5 IVIOTHO HANIOWEH. b

Cnenyer u3beraTh TAMTIOHHMPOBaHWA, OCOGCHHO B PHIMIHKIX MONOCTAX, TIC paaﬁyxanue
MOXXET NIOMEILATh HOPMANLHOMY (yHKLUHOHNPOBAHHIO HJIH BRI3BATH HEKPO3.

JHAOCKONHMYECKHE TNPONCAYpHl AOMKHM BHIOMHSTECH TONBKO JIANAMHY, rmelom,m
COOTBETCTBYIONIYIO IOATOTOBKY H 3HAKOMBIMH C 3HOCKONIMYECKOM TEXHHKOM!.

m

¢
<

JAO3HPOBKA H IPHMEHEHHE j

Tpw nspnevernn Marepuana Surgi-ORC u3 crepansHOro KoHTeliRepa ceayer ooﬁnmm
CTCPHILHYIO TeXHHKY. MuEMMambHO® KOMMuecTBO MaTepuanma Surgi-ORC coomerc‘rnynom&o
pa3Mepa KIaJIeTC Ha MECTO KpOBOTCUCHHS MM IUIOTHO DPIDKHMACTCH K TK3HH 10 A
remocrasa. Heobxomumoe xommiecTeo MarepHanza Surgi-ORC 3aBHCHT OT xapaxTepa:
HHTCHCHBHOCTH KPOBOTEHYEHHS, KOTOpOe HeOOXOMHMO OCTAHOBHTD. VBIAKHEHAES MATCPHANA BO i
HNMH  QU3HONOTHYECKAM COJIEBHIM pACTBOPOM MEPeA HCHIOAB3OBAHHEM HE petouennyercx
Bcekpbiraii, HEHCNIONbIOBAHHLI MaTepHan Surgi-ORC cnemyer BRIGPOCHTS, MOCKOMLKY OH ‘ue
TIOJVICHKMT NOBTOPHOMH CTePHIH3ALMH.

Meaununckoe H3ACAHe NPeIHASHAYCHO NN NPHMCHCHHA (3KCILTYaTalnny) B cralmaprq.m
YCAOBHSX CPEAL ONEPANHOHHOTO NOMEMCHNA G0NBHHIE,

‘ MennumacKOe A3ACIHE HE MOUIEKHT TCXHHUECKOMY OGCIYKHMBAHHIO H PEMOHTY. Haneme

ABNACTCA OQHOPA3OBAIM,

KOMILIEKTHOCTB

VYNaKkoBKa MEARIMHCKOTO M3EIHA COACPRKHUT:

- matepnan Surgi-ORC ozmroro sapuanTa HenonHen s —~ 12 mrr.;

- HHCTPYKIHA 110 OPHMeHCHMO — 1 mT. .

XPAHEHHE

Menananckoe H3aeme TPaHCIIOPTHPYETCE BCEMA BHAAMH TPAHCTIOPTA IIPH munepa'rype'or
0 10 30 °C. OTOCHTENBHAY BAAKHOCTS BO3AYXA HE AODKHE NPEBHMATS 85 %. 5

Matepuan cnexyer XpaHHTS B OPHIHEANBHOMN YIAKOBKS B HHCTOM H CYXOM LOMEIICHHE IDH
TeMneparype ue Bsime 30 °C. OTHOCHTENEHAA BIAAKHOCTS BO3XYXA HE JODKHB MPEBRILATS 85 ¢

BHEIIHIO yNAaROBKY IPOAYKTA CIICAYET 3AKPHBATH Cpasy nochne HCTIONE30BAHHA.

He nonycxaerca oxnaxpenne u 3aMopaxusaHne npoayKTa,

Cpok roaHOCTH MEAMIMACKOTO M3AETHS — 36 MECALICH C AATH H3TOTORICHHA.
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CPOK TOOHOCTH YKASHIBACTCA HA YNAKORKE MEAHIHMHCKOrO H3ACHARA, HE nonycxneﬁcn
HCMONB3OBAHHS MPOAYKTA NOCHEC OKOHYAHHA CPOKA NOJHOCTH.

YTHIHN3AITHA
Hapenus, uMeBIIMEe KOHTAKT ¢ KPOBBIO H/HNM APYTUMH GHONOrMICCKHMH wxoc‘rm,

OTHOCATCA K Knaccy B xmaccudukauny MEIMIMECKHX OTXOAOB H NOMICKAT YTHIH3ALMM n/m
YHHYTOXEHHIO COT/IACHO NPHMEHACMBIM IOCYIAPCTBCHHELIM 3aKOHOIATS/ILHEIM HOPMAM. £
Hercrons30BaHANe H3MeMna (He HMEBIIHE XOHTAKTA ¢ KPOBBIO WHAH ¢ GHONOrHIecKHim
EKHAKOCTAMH), B TOM YHMCJIC C HCTEKIIMM CPOKOM FONHOCTH, OTHOCETCA K Knaccy A xuaccudmxalﬁm
MEJMIUMHCKHX OTXOMOB, TIOMICKAT YTHNH3ALME H/WIH YHUYTOXKCHHIO COTJIacHO npunemeuﬁu
roCyASpCTBEHHBIM 3aKOHOAATeMbHEIM HopMam (CanllTuH 2.1.3684-21).

MMPOA3BOJAHTEJL (M3rOTOBHTEJIb) MEJUIITHHCKOI'O H3ZXEJIHA
Aegis Lifesciences Private Limited («3rmc Jlatipcaitesnc [Tpatinar Jlumuren»)
215/216, Mahagujarat Industrial Estate, Moraiya, Ahmedabad-382213, Gujarat
Humna

Ten.: +91 9726903131, +91 9727103131

E-mail: info@aegis-lifesciences.com, admin@aegis-lifesciences.com

BeG-calit: www.aegis-lifesciences.com

¢ YHOJHOMOYEHHBIH NPEJACTABHTEJD nromnomr.im

(A3rOTOBHTEJIS) MEAHIIHHCKOI'O H3IE/THA HA TEPPHTOPHH PO
O6mectBo mamqennoﬁ OTBETCTBEHHOCTRIO « MEAHIMHCKAS uayqno-npousnonmenm
@ CANH
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xomnanus ABHC C» (000 «MHIIK ABHC JIA® CAHHC»)
Poccua, MockoBcKas 06nacTs, .0. XAMKH, I. Xumxn, yi. JleenHrpagckas, &. 1, K. I[,othc
315
Ten.: +7 (965) 120 20 85 g.
E-mail: mnpkavis@bk.ru 6
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