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SURGIFLON" Haemostatic Matrix Kit
with Thrombin

Do not inject into blood vessels.

PRODUCT DESCRIPTION
SURGIFLO™ Haemostatic Matrix Kit with Thrombin (SURGIFLO™) is intended for haemostatic use by appiying to a bieeding surface.

The kit contains:

1. Asterile tray with dlsteriie components to prepare the Fiowabie Gelatin Matrix
2. A sterile tray with n//surface sterilized Thrombin kit components to prepare the Thrombin Soiution
T. The Fiowabie Gelatin Matrix comes in a tray with dlsterile components:
+ Asterile pre-hlled blue plunger syringe containing the porcine Geiatin Matrix that is off-white in appearance
+ Asterile empty syringe
+ Asterile iiquid transfer cup
+ Asterile blue flexible applicator tip that is bendable in aii directions

+ Asterile white applicator tip that can be trimmed to desired length

N

. The surface sterilized components to prepare the Thrombin Soiution:
+ AThrombin viai containing 2000 internationai Units (IU) of steriie iyophiiized human thrombin
+ Aneedle-free syringe containing 2 m | of Sterile Water for Injection (Sterile WFI)
+ Asterile vial adapter
Thrombin should be reconstituted using the vial adapter and the needle-free syringe with Steriie WFI.
The Thrombin Soiution must be added to the Fiowabie Geiatin Matrix prior to use.
Once the haemostatic matrix is mixed with the Thrombin Soiution, the appropriate appiicator tip shouid be attached to the syringe for product deiivery

onto the bleeding site.

ACTIONS
SURGIFLO™ has haemostatic properties. The Fiowabie Geiatin Matrix provides an environment for platelets to adhere and aggregate within, building on tbe
patient's naturai coagulation cascade.

The patient's endogenous thrombin isactivated, and the patient's thrombin converts fibrinogen into an insoiuble fibrin ciot. The thrombin component of
SURGIFLO™ provides an anciiiary effect to the innate haemostatic property ofthe Fiowabie Gelatin Matrix.

When used in appropriate amounts, SURGIFLO™ is absorbed compieteiy within 4-6 weeks. In an animal implantation study, tissue reactions were ciassified as minimai.
INTENDED USE/INDICATIONS

SURGIFLO™ is indicated in surgical procedures (other than ophthalmic) as an adjunct to haemostasis when control of bleeding ranging from oozing to spurting
by iigature or other conventional methods is ineffective or impracticai.

CONTRAINDICATIONS
Do not inject or compress SURGIFLO™ into biood vessels. Do not use SURGIFLO™ in intravascular compartments because ofthe risk ofthromboembolism,
disseminated intravascuiar coagulation, and increased risk of anaphylactic reaction.

Do not use SURGIFLO™ in patients known to have anaphyiactic or severe systemic reaction to human blood products.

Do not use SURGIFLO™ in patients with known aiiergies to porcine gelatin.

Do not use SURGIFLO™ in ciosure of skin incisions because it may interfere with the healing of skin edges. This interference is due to mechanical interposition
of gelatin and is not secondary to intrinsic interference with wound heaiing.

WARNINGS

« Do notinject or compress SURGIFLO™ into biood vesseis. For epiiesionai use oniy.

« Do not appiy SURGIFLO™ in the absence of active biood flow, e.g. while the vessel is ciamped or bypassed due to the risk of intravascuiar ciotting from
intravascuiar injection.

SURGIFLO™ contains thrombin made from human piasma. Products made from human piasma may carry a risk of transmitting infectious agents, such as vimses,
and theoretically, the Creutzfeldt-Jakob disease (QD) agent. The risk of transmitting an infectious agent has been reduced by screening piasma donors for

prior exposure to certain viruses, by testing for the presence of certain current virus infections, and * inactivating and removing certain viruses. Despite these
measures, such products can still potentially transmit disease. There is aiso the possibiiity that unknown infectious agents may be present in such products. The
physician shouid discuss the risks and benefits of this product with the patient. The measures taken are considered effective for enveioped viruses such as HiV, HCV,
HBV, and for the non-enveioped virus HAV. The measures taken may be of iimited value against non-enveloped viruses such as parvovirus B19. Parvovirus B19
infection may be serious for pregnant women (foetai infection) and for individuals with immunodeficiency or increased erythropoeisis (e.g. haemoiytic anaemia).
m SURGIFLO™ is not intended as a substitute for meticulous surgical technique and the proper application of iigatures or other conventional procedures

for haemostasis.
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SURGIFLO™ should not be used in the presence of infection. SURGIFLO™ should be used with caution in contaminated areas of the body. If signs of infection
or abscess develop where SURGIFLO™ has been positioned, reoperation may be necessary in order to remove or drain the infected material.

SURGIFLO™ should not be used in instances of pumping arterial haemorrhage. It should not be used where blood or other fluids have pooled or in cases
where the point of haemorrhage issubmerged. SURGIFLO™ will not act as a tampon or plug in a bleeding site.

SURGIFLO™ should 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. Care should be exercised to avoid overpacking. SURGIFLO™ may swell creating the potential for nerve damage.

Excess SURGIFLO™ should be removed once haemostasis has been achieved because of the possibility of dislodgement of the device or compression of other
nearby anatomic structures.

The safety and effectiveness of SURGIFLO™ for use in ophthalmic procedures has not been established.
SURGIFLO™ should not be used for controlling post-partum intrauterine bleeding or menorrhagia.

The safety and effectiveness of SURGIFLO™ has not been established in children.

The safety and effectiveness of SURGIFLO™ has not been established in pregnant women and nursing mothere.
The blue flexible applicator tip should not be trimmed to avoid exposing the internal guidewire.

The white straight applicator tip should be trimmed away from the surgical area. Cut a square angle to avoid creating a sharp tip.

PRECAUTIONS
SURGIFLO™ is for single use only. Do not resterilize. Unused opened SURGIFLO™ should be discarded.

While packing a cavity for haemostasis is sometimes surgically indicated, SURGIFLO™ should not be used in this manner unless excess product that is not
needed to maintain haemostasis is removed. When confined in a clot, SURGIFLO™ may swell approximately 20% upon contact with additional fluid.

Only the minimum amount of SURGIFLO™ needed to achieve haemostasis should be used. Once haemostasis is achieved, any excess SURGIFLO™ should be
carefully removed.

SURGIFLO™ should not be used in conjunction with autologous blood salvage circuits. It has been demonstrated that fragments of collagen-based
haemostatic agents may pass through 40 pm transfusion filters of blood scavenging systems.

SURGIFLO™ should not be used in conjunction with methylmethacrylate adhesives. Microfibrillar collagen has been reported to reduce the strength of
methylmethacrylate adhesives used to attach prosthetic devices to bone surfaces.

Similar to comparable products containing thrombin, the Thrombin Solution may be denatured after exposure to solutions containing alcohol, iodine or
heavy metals (e.g. antiseptic solutions). Such substances should be removed to the greatest possible extent before applying the product.
SURGIFLO™ should not be used for the primary treatment of coagulation disorders.

Aswith other gelatin haemostatic agents, in urological procedures SURGIFLO™ should not be left in the renal pelvis, renal calyces, bladder, urethra or ureters
to eliminate the potential foci for calculus formation. The safety and effectiveness of SURGIFLO™ for use in urological procedures has not been established
through a randomised clinical trial.

Aswith other gelatin haemostatic agents that swell, SURGIFLO™ should be used with caution in neurosurgery. Safe and effective use of SURGIFLO™ in
neurosurgery has not been proven through randomised, controlled studies.

Although the safety and effectiveness ofthe combined use of SURGIFLO™ with other agents have not been evaiuated in controiied clinical trials, if in
the physician'sjudgement, concurrent use of other agents is medically advisable, the product literature for that agent should be consulted for complete
Prescribing Information.

The safety and effectiveness ofthe combined use of SURGIFLO™ with antibiotic solutions or powders has not been established.

Gelatin-Based Haemostatic Agents: Reported Adverse Events

In general, the following adverse events have been reported with the use ofabsorbable porcine gelatin-based haemostatic agents:

*

Gelatin-based haemostatic agents may serve as a nidus for infection and abscess formation and have been reported to potentiate bacterial growth,

*

Giant cell granulomas have been observed at implant sites when used in the brain.

*

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

*

Multiple neurologic events were reported when absorbable gelatin-based haemostatic agents were used in laminectomy operations, including cauda equina
syndrome, spinal stenosis, meningitis, arachnoiditis, headaches, paresthesias, pain, bladder and bowel dysfunction, and impotence.

The use of absorbable gelatin-based haemostatic agents during the repair of dural defects associated with laminectomy and craniotomy operations has been associated
with fever, infection, leg paresthesias, neck and back pain, biadder and bowel incontinence, caudaequinasyndrome, neurogenic bladder, impotence, and paresis.

*

The use of absorbable gelatin-based haemostatic agents has been associated with paralysis, due to device migration into foramina in the bone around
the spinal cord, and blindness due to device migration in the orbit ofthe eye, during lobectomy, laminectomy, and repair of a frantal skull fracture and
lacerated lobe.

*

Foreign body reactions, “encapsulationof fluid, and haematoma have been observed at impiant sites.

*

Excessive fibrosis and proionged fixation of a tendon have been reported when absorbable gelatin-based sponges were used in severed tendon repair.

*

Toxic shock syndrome was reported in association with the use of absorbable gelatin-based haemostats in nasal surgery.

*

Fever, failure of absorption, and hearing loss have been observed when absorbable haemostatic agents were used during tympanoplasty.

Adverse Reactions to Human Thrombin

Aswith any other plasma derivatives, hypersensitivity or allergic reactions may occur in rare cases. In isolated cases, these reactions may progress to severe
anaphylaxis. Other adverse events reported in a clinical trial were abnormal laboratory tests (prolonged activated partial thromboplastin time, prolonged
prothrombin time, increased INR, decreased lymphocyte count, increased neutrophil count) and haematoma.

4547974 _DRAtT_V2_20ie.12.ie.ind<i 4 12/19M18 11:10 AM

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Adverse Reactions to Gelatin-Based Haemostatic Agents with Thrombin

Adhesion formation and small bowel obstruction are well-known and common complications following abdominal and gynaecological surgeries.
Adverse events such as these, aswell as inflammation and foreign body reaction including giant cell granulomas, have been reported within abdominal
and gynaecological surgeries in which gelatin-based and collagen-based haemostatic agents with thrombin have been used in excessive amount.

Therefore, aswith other gelatin haemostatic agents, only the minimum amount of SURGIFLO™ needed to achieve haemostasis should be used. Once
haemostasis is achieved, any excess SURGIFLO™ should be carefully removed.

HOW SUPPLIED
SURGIFLO™ consists of:
1. Asterile tray with all sterile components to prepare the Flowable Gelatin Matrix

2. Asterile tray with all surface sterilized Thrombin kit components to prepare the Thrombin Solution
SURGIFLO™ is provided in the configuration shown in the table below.
SURGIFLO™ Haemostatic Matrix Kitwith Thrombin

Fiowable Geiatin Matrix Components Thrombin Components

A sterile pre-filled blue plunger syringe with
the porcine gelatin matrix

A sterile empty syringe

A sterile liquid transfer cup

A sterile blue flexible tip

A sterile white applicator tip

+ AThrombin vial containing 2000 International Units (IU) of sterile
lyophilized human thrombin

+ Aneedle-free syringe containing 2 mL of Sterile Water for Injection
(Sterile WFI)

+ Asterile vial adapter

Thesterile Flowable Gelatin Matrix and the accessories:
The tray is sterilized by gamma irradiation.

The Thrombin kit components:
The tray issurface sterilized with ethylene oxide.

+ The lyophilized thrombin (human) is sterilized through an autoclaved sterile filter cartridge.
+ The Sterile Water for Injection (Sterile WFI) in the needle-free syringe is steam sterilized.
+ The vial adapter issterilized by gamma irradiation.

SURGIFLO™ contains Instructions for Use. Tracking labels are provided in the kit to record name and batch number ofthe product to link use to the patient
record. It is strongly recommended that every time that SURGIFLO™ is administered to a patient, the name and batch number of the product are recorded in
orderto maintain a link between the patient and the batch of the product.

STORAGE AND HANDLING
+ SURGIFLO™ should be stored dry at controlled room temperature (2°C-2S°C).

SURGIFLO™ is for single use only.

The Thrombin vial should be kept away from light.

Do not freeze or refrigerate Thrombin once it has been reconstituted.

The Thrombin Solution should be used together with the Flowable Gelatin Matrix and used only as indicated.

The Flowable Gelatin Matrix may be used up to 8 hours after mixing with the Thrombin Solution.

DIRECTIONS FOR USE

Before use:

Inspect the SURGIFLO™ trays for signs of damage. If the packaging has been damaged, opened, or wet, sterility cannot be assured and the contents should not be used.
Unused opened packages of SURGIFLO™ should be discarded since they are not intended for reuse and/or re-sterilization.

Opening the tray with Flowable Gelatin Matrix and the tray with Thrombin kit components:

Open the outer packages and deliver the sterile inner trays to the sterile field using aseptic technique. Once placed in the sterile field, the sterile inner tray may
be opened.

Preparing the Thrombin Solution inside the sterile held:

Flip offthe cap from the Thrombin vial, leaving the aluminum ring and the rubber stopper in place. Peel off the lid from the vialadapter package.

1. Placethe Thaninvidonaflat surface, seat the 2. Snapoffthe tamper caponthe nealle-Tree

h 2 N
vdahier ‘on the centre of the rubber stopper SfIMEcontaining the SterileWater for
and push down until the spike penetrates the PR Injection (Sterile WH).
rubber stopper and the Vid a0BEr sneps Into
place. Removethe blister package.
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3. Connectand screwonthe rmjeﬁtesyirmo
the \idl S0HIAY. Transfer the entire Sterile WA
intothe//rrormmima/.

4. Gertly swirl the lranbinwmuntil the
Thrombin Solution s clear.

o

Disconnect the neetTle-ftees/rrirje from

the Vil a0B1E &Tlransfer the Thrombin
Solution intothe sterile liquid transfer cupas
shown inthe next section (Figure 1).

Alternatively, the Thrombin may be reconstituted outside the sterile field. Be careful not to touch the rubber stopper of the vial. After reconstitution the
Thrombin Solution should be transferred into the sterile liquid transfer cup using aseptic technique.
Place the sterile liquid transfer cup near the edge of the sterile field to receive the Thrombin Solution transfer without contaminating the sterile field.

Preparing the Flowable Gelatin Matrix with the Thrombin Solution inside the sterile field:

1) Draw Thrombin Solution from sterile liquid transfer cup into the
empty sterile syringe.

Begin mixing by transferring the sterile Thrombin Solution into the sterile
pre-filled syringe containing the Gelatin Matrix. Push the combined
material back and forth 6 times until the consistency iseven.

Once mixed, the haemostatic matrix should reside completely in the syringe
with the blue plungerthat is labeled SURGIFLO" Hemostatic Matrix.
Remove the empty syringe and discard.

2) Connect syringes

Remove the blue cap from the end ofthe sterile pre-filled syringe with
the blue plunger containing the Gelatin Matrix. Attach this syringe to the
sterile syringe containing the Thrombin Solution.

The product is now ready for clinical use.

The blue flexible applicator tip is bendable in all directions.
(Do not trim the flexible applicator tip to avoid exposing the
internal guidewire).

« The white applicator tip can be trimmed to desired length. The tip
should be trimmed away from the surgical area. Cut a square angle
to avoid creating a sharp tip. The tray can be used to contain the
excess piece(s) for discarding.

Do not inject SURGIFLO™ into blood vessels. See the Contraindications,
Warnings and Precautions.
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For open procedures:
a. Identify the source of bleeding.

=

Deliver SURGIFLO™ to the source of bleeding. SURGIFLO™ can be used with or without one ofthe applicator tips attached to the syringe labeled
SURGIFLO" Hemostatic Matrix. Apply sufficient SURGIFLO™ to cover the entire bleeding surface.

I3}

. For tissue defects (cavities, divots or craters) apply SURGIFLO™ at the deepest part of the lesion, and continue applying material asthe syringe (or
applicator tip) iswithdrawn from the lesion.

[=%

. Apply a sterile saline moistened gauze over the SURGIFLO™ to ensure the material remains in contact with the bleeding tissue.

@

. After 1-2 minutes, lift and remove the gauze and inspect the wound site. Once bleeding has ceased, irrigate excess SURGIFLO™ away gently so as not to
disturb the new clot.

f. In cases of persistent bleeding indicated by saturation and bleeding through the material, repeat application of SURGIFLO™.

For endoscopic sinus surgery and epistaxis:
. Deliver SURGIFLO™ to the source of bleeding using the selected applicator tip attached to the SURGIFLO™ Hemostatic Matrix syringe.

o ®

Apply sufficient SURGIFLO™ to cover the entire bleeding surface.

I3}

. Using forceps or an appropriate instrument, carefully layer a sterile saline moistened gauze over the SURGIFLO™ for 1-2 minutes to ensure the material
remains in contact with the bleeding tissue.

o

In cases of persistent bleeding, indicated by saturation and bleeding through the material, insert the applicator tip through the center ofthe mass of
previously placed SURGIFLO™ to deliver fresh material as close as possible to the tissue surface. After re-application of SURGIFLO™, use a sterile saline
moistened gauze to approximate the material to the tissue for another minute, and then inspect the site. Repeat re-application, if necessary.

@

. Once haemostasis has been achieved, remove the gauze. If possible, excess SURGIFLO™, should be removed with gentle irrigation or careful suction. Avoid
disrupting the clot complex. The remaining SURGIFLO™ does not have to be removed, as it will be bioresorbed.

-

Use of nasal packing is not necessary when satisfactory haemostasis is achieved.

©«

If necessary, gentle irrigation and/or careful suction can be used in the postoperative period to remove the remaining SURGIFLO™.

SYMBOLS USED ON UBELING

n TTf
Store at controlled room temperature 2°C- 25°C (36°F- 77°F). Sterilized using irradiation.
I:la See instructions for use. ISTERILE 2 | sterilized using aseptic processing techniques.
Do not reuse. ISTERILEI M Sterilized using Steam or dry heat.
|n«p»|«|hr| Distributed by ISTERILE | Eo| Sterilized using ethylene oxide.
Do not resterilize. ro Date of manufacture: year, month and day.
Do not use if package is damaged or opened. Manufacturer.
Do notinject into blood vessels. Re-order number.
Device components are not made with natural rubber latex. Use by: year, month and day.
|_|OT] Batch number.
Designates the packaging material to which it Isapplied Is
: ; recyclable. Recycling programs may not exist in your area. C€
CE-mark and identification number of notified body.
0S43
Leaflet prepared: 12/2016
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+ CTepunbHas Bofa ANst MHbeKLWii (CTepunbHas BAIW) B wnpuue 6e3 Uribl CTepuIM3yeTcs Napom.

+ AfanTtep Ans amnysibl CTEPUAN3YETCS TaMMa-n3nyyeHnem.

KenaTtuHoBoii maTpuue SURGIFLO” npunaraeTcsi MHCTPYKUMS NO NPUMEHEHMNI0. BHaGop BXOAAT KOHTPONbHbIE HAaKNelikn 415 3anUCK Ha3BaHus 1
HOMepa napTuM B MeAMLMNHCKOIA kapTe nalueHTa npu Heo6xoanMocTy. Mpu Kax40M NPUMEHEHUN reMocTaTuyeckoii MaTpuLbl SURGIFLO™ HacTosTeNnbHO
peKoMeH/yeTcs 3anucbiBaTb Ha3BaHWe U HOMeP NapTUM NPOAYKTa, YTOGbl COXPaHNTL MH(OPMALMIO 0 TOM, kakasi NapTust NpoAyKTa NpUMeHsnach Ans
[JaHHOTO NalueHTa.

XPAHEHVE V1 OBPALLIEHVE

+ Femocratuueckyto Matpuiy SURGIFLO™ crieyeT XpaHuTb B CyXoM MeCTe Npu perynmpyemoi KomHatHoii Temneparype (2 X-25 X).

FeMocTaTHHecKafl maTpuya SURGIFLO™ npefHa3HayeHa TONbKO 415 OAHOPa30BOr0 UCMOMNb30BaHNS.

*

P 1akoH CTpOMﬁVIHOM cnefyet XpaHuTb B 3alyMULeHHOM OT CBeTa MeCTe.

*

Fie 3aMopaxuBaiTe 1 He oxnaxaanTe TPOMGUH NOCNe PacTBOPEHUS.

*

PaCTBOp TpOMﬁVIHa cnefyet UCnonb3oBaTb BMECTE CTEKyHeVI XenaTMHOBOIA ManMU'eﬁ N TONbKO COrNacHoO ykasaHuam.

Tequaﬂ XenatnHosas martpuua MoxXeT 6bITb CNONb30BaHa He nosfHee 4em 4yepes 8 yacos nocne cMmelnBaHuna ¢ pacteopom TpOMGMHaA

YKA3AHWA MO NPUMEHEHNIO
MNepef ncnonb30BaHNEM:

OcMOTpUTE NOTKM remocTaTyeckoii Matpubl SURGIFLO™ Ha Hannune Npu3HakoB NOBPeXAeHwii. Ecnv ynakoBka NoBpexeHa, BCKpbITa Uu NpoOMOKNa,
CTEPUILHOCTb He/b3s rapaHTMPOBATh 1 COAEPXUMOe He MOAMEXUT UCMOb30BAHNIO.

Elencnonb3oBaHHble BCKPbITbIE YNAKOBKM reMocTaTnyeckoii Matpuubl SURGIFLO™ cnegyeT yTUNN3UPOBaTh, NOCKObKY OHU He MpejHa3HayYeHbl Ans
NOBTOPHOTO UCMO/b30BaHWSA 1 MOBTOPHOI CTepuamnsaLum.

BcKkpbITHENOTKa CTEKyHeﬁ)KEI'IaTMHOBOﬁ ManMLl'eﬁ N0 TKaCKOMMNOHEHTamm 4N1s NPUroToB/IeHN TPOMOUHa:

BCKpOﬁTE BHeELLHMe ynakoBKKN 1 NepeHecuTe cogepxalimecs BHyTPpU CTepU/ibHble IOTKU B CTEPU/IbHOE NOJIe B COOTBETCTBUN C NpaBu1amMun acenTuku.
Koma CTepMﬂbeIVI NIOTOK OKaXeTCsa B CTEPU/IbHOM NOJE, €0 MOXHO OTKPbITb.

MpuroToB/MEeHUe pacTBopa TPOMEMHA B CTEPUILHOM Mofe:

CHUMUTE KONNayok ¢ (h1akoHa C TPOMBHOM, 0CTaBMB Ha MeCTe antoMUHUEBOE KO/bLO U PE3VHOBYIO NPOGKY. CHUMMTE KPbILLKY CYyNnakoBku ¢ afanTepoM

1 1 TMeaT e ¢ViakoH C TPOMOMHOM Ha MoCK™ 2 2. CHAVMITE 3aLLTHB I KO/MAUOK COLLMPULIR

MOBEXHOCTB W, PACTIONOHMB aZian Tep [ 6e31rbl, COAEPHALLErO CTEPUISHYHO BOy

1 (h1aKoHa B LIHTPE PE3/HOBOOY MpoGky, A IHBEKUMAA (CTepwibHyto B,

. HaXMVTe BHY3 10 MPOXOXEHVA 0apuist Yepes
PE3VHOBYIO MPOBKY N MKCALYM ajjarTTepa /s

"3 / (hnakoHa B Hy)HOM NOSIONEHIN 00 LLENHKOM.
YpanTe G7CTEPHYHO YTIaKOBKY.
3 3. CoeyHvTe KOMMOHEHTB I NyTEM HaBYHUMBAHIS 4 4. AkKyparTHO BCTPSXHITE (h1I0<TCTPOMOOHO/N
LUNpILa 6e3 Ml Ha afiaTep 1A qiakoHa. KPYroBb M/ IBVOKEHUAMI, HTOObI PAcTBOp
3 MepeneliTe BCto CTepWIbHY0 BIYBO hnakoH TPOMGHA CTaV1 MPO3PaYHbIM.
M C TPOMOUHOM. /

5. Habepure pacTBOp TPOMOGVHA BLLINPWL, 63 UMb, 6 R 6. OrcoeayHTe LLNPIL, 6e3 Vb1 OT 3anTepa
TMpowvapkvpyiiTe LWnpiL, 6e3 bt «Thrombin 4751 hniakoHa 1 NepesielfTe pacTBop TPOMGKHA
20001 BCTEPWIbHYIO YaLLIKy fi/15 MepeHoca
W MAZKOCTW, Kak NOKa3aHO B CrigayroLLEM
pazzene (uc. 1).

Mocne pasBefeHuns YTUIU3NPYIATE KOMMOHEHTbI, UCMONb3YeMbIe A5 Pa3BefeHns TPOMOUHa.
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Kpome Toro, pa3sefieHne TPOMGUHA MOXET BbINOMHATLCS BHE CTEPUNLHOTO Nons. ByAbTe 0OCTOPOXHBI U HE KacailTech Pe3nHOBOO NpoGkK thnakoHa.
Mocne passedeHuns pacTBOp TPOM6MHA CiefyeT NepenuTb B CTEPUNBHYIO YalliKy A5 NEPEHOCA XMAKOCTHW, UCNOMb3Ys acenTUYECKNE NPUEMbI.
MoMenuTe NepubHYH YallKy 415 NepeHoca XUAKOCTN Y rpaHnLbl CTEPUABHOTO NOMS 4151 NepenuBaHIs pacTBOpa TPOMGUHA 63 3arpAsHEHUs CTEPUBHONO NONS.

MpUroToBNeHWe TeKyyeli XenaTUHOBOI MaT pULbl CPACTBOPOM TPOMBUHA B CTEPU/IbHAM NONE:

1) Ha6epuTe pacTBOp TPOMGWHA U3 NEPUNBLHOI Yalku Ans 2) CoeanHuTe WNpULbI.

nepeHoca XuAKONY B NyCTO/ NePUNbHbIiA Wnpuy, o
p p' y p p U' CHUMUTE CUHWIA KONNa4YoK C KOHUa CTepUIbHOro Hano/IHEHHOrO Wnpuua c

CUHWM NOPLIHEM, COAEPXKALLErO XeNaTUHOBY MaTpuuy. MpucoesnHute
3TOT WNPUL, K CTEPUILHOMY WNPHULY C PACTBOPOM TPOMGBUHA.

3) CmeLLaiiTe cogepxumoe 2 WnpuLes.

HauHuTe CMeWwnBaHWe NyTeM NepennBaHns CTEPULHOTO pacTBopa CpeAcTBO rOTOBO AN KANHUYECKOTO NPUMEHEHNS.
TPOMGUHA B CTEPUNBHbIN HAMOHEHHBIT WNPUL, CoAepxalL it
XeNaTUHOBYHO MaTpuuy. MeperoHnTe CMeLaHHbI MaTepuan Hasag
1 Briepes 6 pas 40 JOCTUXEHNS OfHOPOAHONM KOHCUCTEHLMN.

* CUHWIA TMBKUIt HAKOHEYHMK annaukatopa MOXeT crnbarbes
BO BCEX HanpasneHusx. (He o6pesaiite rubknii HaKOHEUYHUK
annaukaTopa Bo U36exaHue 06HaxXeH!s HAXOAALErocs BHYTPY
Mocne cMelwnBaHUs BCsi reMocTaTuyeckas MaTpuLa foMxHa NPOBONOYHOTO HANPABUTENS).
HaxoAUTLCA B WINPULE C CUHUM NOPLIHEM C MapKUPOBKOI
«SURGIFLO” Hemostatic Matrix». Otcoeaunute u ytunusupyiite
MyCcTOi Wnpuy,

Benblii HaKOHEYHMK annMKaTopa MOXHO 06Pe3aTh A0 HYXHOIA
[AMHBI. HaKOHEUH WK CriefyeT 06pe3aThb BHE ONepPaLoHHOro
nons. O6pe3aiiTe No4 NPsIMbIM YII0M, 4TO6bI He 0aaBNAThL
OCTPbIii KOHEL|. /IMLWHNE YaCTU MOXHO MOMelaTb B NOTOK ANs
nocnegytowen ytunusaymum.

He BBOAUTE remocTarnyeckyto matpuuy SURGIFLO™ B KpOBEHOCHbIE
cocybl. CM. pasgensl «[poTuBonokasaHns», «MpegynpexaeHns»
1 «Mepbl NPeA0CTOPOXHOCTM».

[lnsi OTKPbITHIX ONepawuii:
a. OnpepenuTe UCTOYHUK KPOBOTEUEHUS.

o

HaHecuTe remoctatuyeckyto matpuy SURGIFLO™ Ha mMecTo KpoBoTeueHus. FemocTatnyeckyto matputy SURGIFLO™ MOXHO MCNONb30BaTh COAHUM U3
HaKOHEYHMKOB annankaTopa, NPUcoeAnHeHHbIX K wnpuuy ¢ Mapkuposkoii «SURGIFLO™ Hemostatic Matrix», unn 6e3 Hero. HaHecuTe goctatouHoe
KO/INYECTBO remocTaTnyeckoil MaTpuubl SURGIFLO™ ans nokpbITUs BCEl KpOBOTOUALLel NOBEPXHOCTHU.

B cnyuae fiedpeKToB B TKaHU (MONOCTel, AMOK UW KPaTEPOB) HauWHaliTe HAHOCUTL reMocTaTUyeckyto MaTpuly SURGIFLO™ B camoii rny6oKoit yactu
NOBpPeX/eHUs 1 NPOAOMXaliTe HAaHOCUTL MaTepuan no Mepe BbIBEAEHUS WNPULA (MM HAaKOHEYHMKA annankaTopa) U3 MecTa NOBPEeXAeHNs.

. Hanoxute mapnto, CMOYeHHYt0 B CTEpUIbHOM (h131M010TMYECKOM pacTBOpe, Ha remocTtatnyeckyto matpuly SURGIFLO™ ans coxpaHeHus KOHTaKTa
maTepuana ¢ KpoBoToyallleii MoBEpPXHOCTbIO.

=

. Yepes 1-2 MUHYTbI NPUNOAHUMUTE W yJanuTe Mapsiio 1 0CMOTpUTE paHy. Moc/ie 0CTaHOBKM KPOBOTEYEHUS OCTOPOXHO YAanuTe U3bbITok
remocrartuyeckoil MaTpuibl SURGIFLO™ npoMbiBaHWeM, YTOGbI HE HAPYLWWUTL BHOBb 06pa30BaBLUIMIiCs CTyCTOK.

@

. Bcnyqaﬂx Henpekpauwaruweroca KpoOBOTe4YEeHUA, Ha YTO yKa3bliBaeT NponuTbiBaHNne matepnana n KpoOBoTe4YeHNe CKBO3b Hero, NOBTOPUTE HaHECEHNe
remocrartuyeckoit matpuubl SURGIFLO™.

114
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ﬂﬂﬂ SH,D,OCKOI'II/NECKOVI XUpyprun npnaaTovHbIX nasyx u Nnpn HOCOBOM KPOBOTEYEHNN:
HaHecuTe remoctatnyeckyto matpuily SURGIFU}™ Ha M e Wi KpOBOTEYEHMS, UCNONb3ys BbIGPaHHbIN HAKOHEUYHWK annankaTopa, NpUcoeAUHEHHbI
K wnpuuy ¢ mapkuposkoii «<SURGIFLO™ Hemostatic Matrix».

4

o

HaHecuTe [OCTaTO4HOE KOIMYECTBO reMoCTaTuyeckoi matpuybl SURGIFLO™ ans nokpbITUS BCEii KpOBOTOYALLEN NOBEPXHOCTY.

@

. Mpy NoMOLL M NUHLETa UK COOTBETCTBYIOLLETO MHCTPYMEHTA O POXHO HaNoXMTe CNIOI Map/n, CMOYEHHOI B CTEPUNIbHOM (h13N0N0TNYECKOM
pacTBope, NoBepx remocTatuyeckoii MaTpuLibl SURGIFLO™ Ha 1-2 MUHYTbI 15 COXPaHEHWs KOHTAKTa MaTepuana c KPOBOTOUALLEl TKaHbH0.

-

. Bcnyuasix Henpekpalyatollerocs KpOBOTEUYEHS, Ha YTO yKa3blBaeT NPONUTbIBaHWE MaTepuana 1 KpoBOTeUeHNE CKBO3b HEr0, BCTaBbTe HAKOHEUYHUK
annankaTopa ckBo3b LIeHTP Macchl paHee HaHeCeHHol remocTaTnyeckoii Matpubl SURGIFLO™ anst nofaum cBexero matepuana kak MOXHO Gmke
K NOBEPXHOCTU TKaHU. Mocne NOBTOPHOTO HAHECEHUS reMocTaTnyeckoit matpuLibl SURGIFLO™ ucnonb3yiite Map/io, CMOYEHHYIO B CTEPUIBHOM

(h13M0N10TMYECKOM PacTBOPE, YTOGLI NPUGNN3UTL MaTeEpPUan K TKaHU elle Ha O4HY MUHYTY, a 3aTeM OCMOTpUTE 061acTb. MpK HE06XOAUMOCTH NOBTOPHO

BbINONHUTE HAHEeCeHue.

=

Mocne ocTaHOBKM KPOBOTEUYEHUS yaanuTe Map/to. [0 BO3MOXHOCTY YAansiiTe u3GbITKM remonaTuyeckoii Matpuubl SURGIFLO™ npu nomolym

OCTOPOXHOTO NPOMbIBAHNA WKW OTCAChIBaHUS. /36eraiiTe paspylleHus KOMNEKCHOro cryaka. OnaTkn remocTatnyeckoii Matpuybl SURGIFLO™ yaansite

He CnedlyeT, NOCKO/bKY OHa BNOCNeACTBUN GyZAeT NOroLeHa OpraHu3Mom.

@

. TaMﬂOHVIpOBaHVIe nonocTi Hoca Heobs3aTeNlbHO B C/ly4ae AOCTWXEHMS YA0B/IETBOPUTE/IbBHOIO remocTasa.

@

. Mpyu HEO6XOAMMOCTH BO BPEMS MOCNEONEPaLMOHHOT0 Nepuoja OCTaTkv reMmocTaTuyeckoit Matpuybl SURGIFLO™ MOXHO yAanuTb 0CTOPOXHbIM
NPOMbIBaHNEM WK OTCACbIBAHNEM.

CMMBOJIbI, NCMO/b3YEMBIE HA APJIbIKAX U NP MAPKNPOBKE

XpaHUTb Npu perynupyemoit KOMHaTHOM Temnepatype
2°C-25°C CTepunn3oBaHo 061y4eHneM.

I:la l.T--11-1-1 CTepunn3oBaHo C UCNONb30BaHNEM aCenTNYecknx
CM. MHCTPYKLMI0 N0 NPUMEHEHNIO.
| [ npuemos 06paboTku.

") Fie ucnonb3oBaTb NOBTOPHO. ISTERILEIII Crepunn3oBaHo Napom Uan CyXuM Xapom.
] [AuctpubbioTop. | STERILE | Crepunn3oBaHo 3TUIEHOKCUAOM.
He cTepunn3oBatb NOBTOPHO. ro [lata N3roToBNEHNA: rof, Mecsl, ieHb.
He 1cnonb3oBaTh, eCv ynakoBKa NoBpex/eHa Ui BCKpbITa. MpoussoguTeNs.
He BBOANTL B KPOBEHOCHbIE COCYAbI. Homep Ans NoBTOPHOro 3akasa.
WP" M3roTOBNIEHNN KOMMNOHEHTOB YCTPOCTBA He
M o Wcnonb3oBathb A0: rof, Mecsl, AeHb.
— 1CMo/b3yeTCst HaTypasibHblii KayyyKoBbIi naTekc.

ILOTI Homep naptun.
COOTBETCTBYIOLMI YNAaKOBOYHbI MaTepuan NpurogeH
® AN nepepaboTku. Mporpammbl nepepaboTku MoryT
OTCYTCTBOBATb B HEKOTOPbIX PETMOHAX. c c 3Hak cepTuhukayuy «CE» n UAEHTUUKALNOHHbI
0543 yBEIOM/IEHHOTO OpraHa.

JIncTok-BKNaabllWw coctaBneH: 12/2016
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Confederation of Danish Industry
do hereby certify that the above
company is a member of our
organization and known to us as
worthy of confidence.

CONFEDefWtriON OF DFM'SH INDUSW
(Di)
CHAMBER OF INDUSTRY AND COMMERCE SECTION

HB 20/

H.TIEDEMANN
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MepeBog, C aHIMIACKOrO A3blKa Ha PyCCKMiA SI3bIK

MepeBop NeyaTeli Ha VIHCTPYKUUM MO NpUMeHeHno (HaGopbl MAaTPULLbI FeMOCTaTUYECKOIA)

CR101277 YTBep>kgaeHo 20.12.2016 HAHP
®eppocaH Megukan [fesalices A/C
Necnu /Hepas6bopuso/
MeHeaxep no cepTudurkalmm
/nognuce/
01.02.2017 .

ETHICON 1™
SURGIFLO™MM

Hab6op maTpuubl reMocTaTUYeCcKomn
C TPOMOWHOM

4547974 DRAFT V2 2016.12.16.indd 19.12.16 11:10

BNO 20 LUTpUXKOA CKaH: Bepcua
Matepran FEMD Ne 4547974 ckan: 4547974 16.12.2016
Kog npoayKTa/HOMep NOBTOPHOIo 3aKaza: MS0012
Bepcusa: V2

Jara: 16.12.2016

MNpumeyaHwue: CkaH,

NPeLCTaB/IEHHbIA B  3TOM
HanmeHoBaHue npogykta: SURGIFLONN PeA

. [OKYMeHTe, NpeAocTaB/ieH
Ha6op MaTpuLbl reMoCcTaTUYecKo
¢ TPOMGUHOM CKaHepoM-M1CTONETOM

Tun naketa: VIHCTPYKLMS MO NPYIMEHEHIIO 46009 Handheld Products 1
F3bIKW:  @HI/IMIACKWIA,  XOpPBaTCKMIA,  YEeLLCKUA, 0TOGpaXKaeT

[JaTCKWIA, HWAepnaHACKWIA, 3CTOHCKWIA, (MHCKWUIA, 3aKOAMPOBaHHble  TOYHbIE
(hpaHLY3CKMIA, HEMELIKWIA, TPeYecKuid, BEHTepCKUNA,  cBeaeHVs.

UTTbAHCKWIA, NaTBUCKUIA, NaTbILLCKUNA,

HOPBEXCKUA, MOSIbCKUIA, NOPTYra/IbCKWIA,

PYMbIHCKWUIA, PYCCKWIA, CNOBaLKWIA, CMNOBEHCKUIA,

WCMaHCKWUIA, LUBEACKWIA 1 TYpPeLIKIiA MaHTOH 293
Pasmep: 250 mm (B) x 167 mm (L)

Ligeta: PMS 293 (CuHUiA) HeneuaTaemblii

LUTPUXKOA(bl): Tun: 2D DATAMATR1X
CopgepxaHue: 4547974
Pa3mep: 8.127 mm x 8.127 Mm

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



KoHdheaepaLys AaTCKO NMPOMbILLIEHHOCTY
HaCTOSALLYIM 3aBEPSIET, YTO BbiLLIeyKazaHHas!
KOMMaHWs SIB/ISIETCS Y/IeHOM HalLei
opraHv3auuM 1 M3BeCTHa Ham Kak
3acnyXuBaroLas 1oBepust

KoHdpesepaums aTckoi NpoMbILLIEHHOCTH
MpoMbILLIIEHHas NasiaTa W TOPro.blii 0TAeN
02 theBpans 2017 .

/nognuce/

KupcteH X. TregemaHH

MNepeBogumK Conosbésa M.HO.

Poccuiickas deaepaums
["opog Mocksa
TpuHaguaToro mapTa Age ThICAYM CEMHAALATOro roga

A, Kpoxanesa »XaHHa VIBaHOBHa, BPEMEHHO WCMOMHAKLWMIA 0653aHHOCTMW HOTapuyca
ropoga Mocksbl Mokposckoro KOpusi Muxaiinosnya, CBUAETENbCTBYH MOAIMHHOCTL MOAMUCK
nepesofunka Conosbésoii Mapuu KOpbeBHbI.

Mognuck caenaHa B MOEM MPUCY TCTBUN.

JINYHOCTb NoAnucaBLLErO JOKYMEHT YCTaHOB/eHa.

3aperncTpuposaHo BpeecTpe: No

B3bICKaHO rocyapcTBeHHO nownunHbl (no Tapudy): 100py6. 00 kon.
YnnayeHo 3a oKasaHwe ycnyr npaBoBOro 1 TexHuyeckoro xapakrepa: 200 py6. 00 kon.

XK. . Kpoxanesa
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Hedical Desices ATS
Les HViSkysend

Re ::2 Affoa(s Naw
9 w 761102 1F
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w1l Ferrosan Medical Devices AJS
Sydmarken, 5, DK-2860, Soeborg, Denmark

Manufacturer’s warranty

Manufacturer is not liable for any damage or accidents
resulting from improper use, human error or external
emergencies. Regarding the product quality, please
contact an authorized manufacturer’s representative.

Authorized manufacturer’s representative

LLC Johnson & Johnson

Krylatskaya 17, Building 2, 121614 Moscow, Russia
tel. (495)5807777, fax (495)5807878.

PdeppocaH Meavkan Lesawicec A/S, JaHns
Ferrosan Medical Devices A/S
Sydmarken, 5, DK-2860, Soeborg, Denmark

["apaHTUK NpousBoauTens

l—lpOI/I3BO,£I,I/ITefIb He HeCeT OTBETCTBEHHOCTWU 3a MNOBPEXAEHUA WInN
HeCcYaCTHble cny4yanm B pe3ynbTaTte HenpaBW/IbHOIO WMCMNOJ/Ib30BaHUA,
OLUMOKM MO/Mb30BaTENSA WM BHELLHUX 4pe3BblyaliHbIX cuTyauuii. Mo
BOMpoOCaM KauyecTBa MpOAyKUMM obpaulaiTecb K YMoHOMOYEHHOMY
npeacTaBuUTE/NIO NMPOU3BOAUTESIS.

YNOMHOMOYEHHbIN npeacTaBUTeE/b NMPOnN3BOAUTENA
OO0 «[X0HCOH & [>koHCOoH», 121614, r. Mocksa, yn. Kpbliarckas, .
17, kopn. 2, Ten. +7(495)580-77-77, thakc +7(495)580-78-78.

MS0012 IFU -4547974, Addendum version 04/17 NHcTpyKums no npumMeHeHntio MS0012 | F U -4547974, Bepcus ¢ gononHeHnem 04/17
INTERPRETATION OF ADDITIONAL SYMBOLS ARE NOT NOTICED IN ORIGINAL IFU SYMBOLS

MOACHEHUA AOMONHUTE/IbHLIX OBO3HAUEHMI (B OPUIMHAJIBHOW  VHCTPYKUMW TMPOU3BOAUTENA HE

MPMBOOATCH)
Product passed procedure of declaration of conformity

C - MpoayKT npoLues npoueaypy 06513aTe/lbHOro NoATBEPXKAEHUSI COOTBETCTBUS
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Poccuiickaa ®epepaupms J
lopoa Mocksa
TpuHaguaToro MapTa ABe ThiCA4Y cCeMHagLaToro roga

A, Kpoxanesa XaHHa /IBaHOBHa, BPeMEHHO UCMOMHAOWMIA 06513aHHOCT Y HOTapuyca ropoga Mocksbl Mokposckoro tOpus Muxaitnosuya, C V,
CBUAETENbCTBYIO NOANMHHOCTb noAnucy nepesogunka ConosbeEBo Mapum KOpbeBHBbI.

Moanuck caenaHa B MOEM MPUCY TCTBUN.
JIN4yHOCTb NOANMCABLLETO AOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo B peecTpe: No

B3biCkaHO rocyfapcTBeHHON nowsnHbl (Mo Tapudy): 100 py6. 00 kon.

YnnayeHo 3a okasaHue ycnyr NpaBoBoOro v TexHuyeckoro xapakTepa: 200 py6. 00 kon

XK. WN. Kpoxanesa
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Poccuiickas ©epcpauuns. Fopog Mocksa
TpUHALUATOr0 MapTa SielW b T CeWaguaLoro rofa

S, KpoxaneBa ) aHka lIBaHOBHa, BPeMEHHO WCMONHAOLLNIA
0653aHHOCTH ropoga Mockebl [lokpoBckoro tOpusa
«OCTb KOMWW C NPeSCTaC/IEHHOr0 MHe
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