Instruction for use

Oxidized Resorbable Cellulose
Hemostats “Cellistypt” product range
consists of three different
presentations:

1. Cellistypt, oxidized resorbable
cellulose hemostats knitted fabric of
regular  density, the following
dimensions, cm x cm; 15 x 1,5
5 X1,25; 5 X7; 7 X10; 5 X35; 10 x 20;

2. Cellistypt D-K, oxidized

resorbable cellulose hemostats knitted
fabric of high density, the following
dimensions, cm Xx cm: 2,5 x 2,5
2,5 X9;5 X7,5; 7 x HO; 14 x 20;

3. Cellistypt F, oxidized resorbable
cellulose hemostats non-woven, cotton
wool format, the following dimensions,
cm Xcm: 25 X 5,5 X 7,5; 5 X IO;
10x10; 10x20.

Sterile. FOR SINGLE USE

Description:

Cellistypt® is a sterile absorbable knitted
fabric (Cellistypt® and Cellistypt® D-K)
or a sterile absorbable soft layered
material ~ (Cellistypt® F), prepared
through the controlled oxidation of
cellulose. The product's color is white
and it can be cut or sutured without
fraying.

The product line includes regular density
Cellistypt® products, used to control
capillary, minor venous and minor
arteriolar ~ bleeding.  High  density
Cellistypt® D-K products providing
greater  thickness and  improved
endurance, used to control higher volume
capillary, venous or arteriolar bleeding
and a fibrillar version of the Cellistypt®
F product with reduced weight and
extremely high flexibility, used to control
hemostasis over a large area, surface
applications, irregularly shaped bleeding
sites or in areas that are difficult to

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA

NHCTPYKLMSA NO NPUMEHEHUIO

Matepuan remocTaTMyecKuii  Ha  OCHOBe
OKWCNEHHOMW LEeNi03bl  paccacbiBalLWnUincs
«Cennuctunt» (Cellistypt) mecTHOro aencrteus,
BapuaHTbl UCMNOJIHEHUSA:

1. Martepnan remocTaTU4YeCKUin Ha
OKWCNEHHOW  Lenntonosbl
TKaHbl i cTaHAapTHOM NAOTHOCTU
«CennancTunt» (Cellistypt), cnefyroLmx
Tunopasmepos, cM x cm: 15 x 1,5 5 x 1,25;
5 X7; 7 X10; 5 X35; 10 x 20;

2. Matepuan remocTtaTM4yeCKMin Ha OCHOBe
OKUCNEHHOW Lennno3bl paccacbiBalLniics
TKaHbI A MOBbLIWEHHOW NNOTHOCTU «CennncTunT
O-K» (Cellistypt D-K), cnefyroLmx
Tunopasmepos, cm X cm: 2,5 x 2,5; 25 x 9;
5 X7,5; 7 X HO; 14 X 20;

3. Matepuan remocTaTuyeckuii Ha OCHOBe
OKUCNEHHOW LeNnnao3bl  paccacbiBatoLwmincs
HeTKaHbl i CTaHAapTHOM NAOTHOCTW
«Cennuctunt ®» (Cellistypt F), cnegyowmx
TMnopasmepos, ¢cM X cm: 2,5 x 5; 5 x 7,5; 5 x |O;
10x10; 10x20.

OCHOBE
paccacblBatoLnincs

CTepunbHbIli. ANg OAHOKPATHOrO NPUMEHEHUS.

OnwncaHue

Marepuan reMocTaTuyecKuii Ha  OCHOBE
OKUCMEHHOM  LEeNtono3bl  paccacbiBatoLLmiAcs
«Cennuctunt»  (Cellistypt) mecTHOro pgencrsus

npefcTaBNseT COO0OM MaTepuan remocTaTUYecKuin
Ha OCHoOBe OKMC/EeHHOM LLenMon0o3bl
paccacblBatoLLmMinca TKaHbliA CTaHAapPTHOW
nnoTHoctn «CennuctunT» (Cellistypt), maTepuwan

reMoCcTaTU4eCKMin  Ha  OCHOBe OKMC/EHHOIA
LleN1toN03bl paccacbiBarOLLMIACS TKaHbIl
MOBbILEHHOW NnoTHOCTM  «CennuctunT  [O-K»

(Cellistypt D-K), nnn matepuan remocTaTuyecKuin

Ha OCHOBe OKUCNEeHHO LIeNoN03bI
paccacblBatoLLMIACS HETKaHbIN CTaHJapTHOWA
nnotHoctn  «Cennimctunt  ®»  (Cellistypt  F).

MaTepuan W3rotoefieH MyTeEM KOHTPO/IMPYEMOro
OKWCNeHua uenmonossbl. MNpofykT 6enoro upera.
He pacnonsaetca npu paspesbiBaHUM U Mpw
MPOLUMBAHUN.

Fpynna mMaTepuasoB CTaHLAPTHOM  M/I0THOCTU
«Cennuctunt»  (Cellistypt) uncnonb3yetca gns
KOHTPONIA KPOBOTEYEHUS M3 KanwuisapoB, MESKMX
BEeH 1 apTepuor.
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Indications:

Cellistypt® is used adjunctively during
surgical and minimal invasive procedures
to control capillary, minor venous and
minor  arteriolar  bleeding,* when
conventional hemostatic methods such as
ligation are not effective or practical.
Cellistypt® can be cut to size for use in
endoscopic procedures.

Device Form:

Cellistypt® (regular density knitted
fabric) is supplied sterile in double pouch
packaging.

Cellistypt® D-K (high density knitted
fabric) is supplied sterile in double pouch
packaging.

Cellistypt® F (regular density fibrillar
version) is supplied sterile in double
pouch packaging.

Instructions for Use:

Sterile techniques should be observed
when removing Cellistypt® from the
packaging.

The outer pouch should be peeled open
to allow the inner pouch to drop on a
sterile tray or towel. The inner pouch
should be peeled open by a scrubbed,
gloved and gowned member of the
operating team. The product can then be
removed using forceps. The required
amount of Cellistypt®, adjusted as
necessary, is laid on the bleeding site or
held firmly against the tissue until
bleeding stops. Any unused product
should be discarded.
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MokasaHu4

Martepuan «CennucTunT» (Cellistypt)
npefHasHayeH [11 WUCMO/Mb30BaHUA B KayecTse
BCMOMOraTe/lbHOro cpefcTBa BO BPEMS OTKPbITbIX W
Ma/IOMHBA3UBHBIX XUPYPrUYeCcKUX BMELLATE/bCTB
[J19 KOHTPO/NA 3a KPOBOTEYEHWEM W3 Kanwinsapos,
Ma/lbIX BEH W apTepuil B C/y4ae, €c/in 0ObIYHbIN
KpOBOOCTaHaB/NBAKOWMIA  METOf, TakOM  Kak
nepeBsi3Ka COCY/0B, AB/IAETCA HEBO3MOXHLIM W
HE3(MEKTUBHbLIM. MaTepuan «CenmcTmnT»
(Cellistypt) MoxeT 6bITb pa3pesaH Ha 4vacTv A/is
MCNOMb30BaHMS BO  BPeMSi  3HAOCKOMUYECKUX

npoLieayp.

Buabl nsgenns

Martepuan reMocTaTMYyeCKMin Ha  OCHOBE
OKWCMIEHHON  LLeNINItoN03bl  paccachlBatOLLMACS
TKaHbliA CTaHAAPTHON MAOTHOCTU «CenncTunT
(Cellistypt) noctaBnsieTcs cCTepunibHbIM B [BOWHOWA
VHAMBUAYabHON YNaKoBKe.

Martepuan reMocTaTMyeCcKMiAi Ha  OCHOBe
OKMCMIEHHON  LEeNMno3bl  paccacblBatoLLMiics
TKaHbI NOBbILWEHHOW NIOoTHOCTU «CenanctunT -
K» (Cellistypt D-K) noctaBnsietcs CTepu/bHbIM B
ABONHON NHAMBMAYabHOW YMaKoBKe.

Martepuan reMocTtaTM4yeCKMin Ha  OCHOBE
OKWCNIEHHOW  LeNINoN03bl  paccacbliBatoLLmincs
HETKaHbI CTaHAApPTHOW MA0THOCTU «CenaucTunT
®» (Cellistypt F) nocrtaBnsetrca CTepuibHbIM B
ABONHON MHAMBMAYaNbHOW YraKoBKe.

Cnoco6 npumeHeHuns

Mpn  wn3BneyeHnn  matepnana  «CenaucTunT»
(Cellistypt) n3 ynakoBku fA0/MKHa CO6MHOAATHCA
CTePUNbHOCTb. HapyXXHbliA CNon MHAMBUAYaNbHOM
YMakoBKW [O/MKEH BCKPbIBATHCA TakUM 06pasom,
4yTOObl ~ MaTepuas,  HaxXOAALMIACA  MOKPbITbIM
BHYTPEHHVMM  C/IOEM  YMAaKOBKW.  MoMail  Ha
MOBEPXHOCTb CTEPWIbHOTO JI0TKA WIN  MeSeHKMN.
BHYTpeHHsAA ynakoBka martepuana [Oo/mMKHa OblTb
BCKPbITA TONbKO TEM JIMLUOM U3 OMNepauyioHHONA
Opuradbl, KoTopoe 06paboTano pykwW, Hadeno
nepyaTkn M nepeofenocb B OnepaumoHHOe Gesibe.
Martepuan MOXeT ObITb 13BNeYeH C
ncnosnb3oBaHneM nuHueTa. KposoTouvallad 30Ha
MOKPbIBAETCA C/I0OEM  HEOOXOAMMOr0 UM YeTKO
OTMEpPEeHHOro KO/MMyecTBa marepuana
«Cennuctunt»  (Cellistypt). nmMbo  matepuan
«CennuctunT» (Cellistypt) npo4yHO npmKumaeTcs K
TKaHAM [0 OCTaHOBKM KpoBOTeyeHus. OcTasibHoe
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full  obstruction
system.

When used during vascular surgery, extra
care must be taken to avoid penetration
of the product into the vascular system.
Otherwise, loose fragments of the
product may lead to partial or full
obstruction of the circulatory system.
Topical Absorbable Hemostats are not
designed, sold or intended for any use
other than as indicated. It is the
physician's responsibility to determine
whether any physical impairment of the
patient could contraindicate the use of
this device.

of the vasculatory

Warnings:

Topical Absorbable Hemostats should be
used by trained and skilled personnel
only.

The device is intended for single use
only. Do not reuse or re-sterilize. Discard
any unused material. Do not use if the
gauze is yellow/brown.

Browning of the gauze and a tendency to
crumble may indicate damage to the
product caused by incorrect storage
conditions.

Do not use the device if the package or
contents appear damaged in any way.
Wadding or tight packing of Topical
Absorbable  Hemostats  should be
avoided, especially within the bony
closure of the central nervous system or
within other rigid cavities, where extra
pressure induced by the swelling mass of
the absorbable hemostatic material may
interfere with normal function and may
even cause tissue death.

If used as a wrap during vascular
surgery, do not apply too tightly.

When Topical Absorbable Hemostats are
used to achieve hemostasis within,
around, or in the proximity of foramina
in bones, in areas of bony confine, the
spinal cord, or in the proximity of the
optic nerve and chiasma opticum, they
must always be removed after hemostasis
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(hparMeHTOB  MPOAYKTa uYepe3 OYMUCTUTESbHbIE
remounbTpebl. MonagaHne parMeHToB MaTepuana
B KPOBOTOK MOXET CTaTb MPUYMHOM YaCTUYHOM
NN NOMHOW 06CTPYKLUMN COCYANCTOrO pycna.

Mpn ncnonb3oBaHMM MaTepuasa B COCYAUCTOMN
XUpYprum Henb3st  Aonyckatb nonagaHms
remoctaTMka B COCyAMCTOe pycno. B npoTuBHOM
CNlyyae, OTOpBaBLUMECs (hparMeHTbl MaTtepuana
MOryT CTaTb MPUYMHOM YaCTUYHOM WAN MOSHOM
06CTPYKUMM COCYANCTOrOo pycna.

Martepuan «Cennnctunt» (Cellistypt) He co3gaH,
He npeAHasHayeH M He MPOAAETCH HWU AN KaKuX-
nnbo  Apyrux Cry4vaeB, KPOME OMMCaHHbIX B
NoKasaHusAX K MPUMEHEHMIO [aHHOro MPOAYKTa.
YXyALeHne COCTOSHMS NaumeHTa, CBSi3aHHOE C
NCMOMb30BaHNEM WU3[ENNA He MO Ha3HAYeHuHo,
HaxoAMTCs B 30HE OTBETCTBEHHOCTM Bpaya.

Ocobble yKaszaHus

MaTtepuan remMocTaTUyecKui Ha 0CHOBe
OKWCMEHHON  LENtIo3bl  paccachiBatOLLMIACS
«Cenmmctunt»  (Cellistypt) mecTHoro pfencTems
[O/MDKEH  UCMOMb30BATbCA  TOMIKO — XOpOLUO
06YY€EHHbIM, OMbITHbIM MEAULUHCKAM NEePCOHAIOM.
Martepvan npefHasHayeH WCKIKOYUTENbHO /1A
O[HOKPATHOr0 UCMO/b30BaHUSA.

He wcnonb3oBaTh MOBTOPHO, HE CTepuIn30BaTb
MOBTOPHO.
Heuncnonb3oBaHHbI
YTUNN3NPOBATD.
Ecnn martepuan yyactkamu CTan YTOMWEHHBIM Y
KPOLUWTCA, 3TO MOXET YKa3blBaTb Ha NOBPEXAeHNe
Npof4yKTa M3-3a HeCcOoO/0AEeHUs  YC/IOBUIA  ero
XpaHeHus.

3anpeLyaetcs MCMosb3oBaTb MaTepuasl, eciv OH
MOBPeXAeH WM HapylleHa LenocTHOCTb  ero
YMaKOBKW.

CnepyeT wn3beraTb TYrol W MAOTHOW YNaKOBKW
mMaTepuana, OCOGEHHO BO BpemMs MCrOJb30BaHNSA
ONA 3aKpbITUA  KOCTHOro  gedpekta  npu
BMeLLaTe/NIbCTBAX  Ha  LEHTPasbHOW  HepBHOM
cucTeme, WM APYruX PUrMAHbIX NOMOCTeN, B
KOTOPbIX MOBbILEHHOE [JaBfieHVe Ha TKaHu,
BbI3BaHHOE HabyXxaHMeM TremoCTaThKa, MOXET
N3MEHWUTb HOPMa/IbHYHO PaboTy TKaHel ¥ NpMBeCTU
K X OMEPTBEHMIO.

Ecnn matepuan ucnonb3yeTcs AN MOKPbITUS B
06nacTm  XMpPYpPruyeckoro BMeLLATENIbCTBA  Ha
cocydax, He crefyet NPUKIaabiBaTb ero CMLLKOM
M/0THO.

MaTepuan cnepyet



Otherwise, the
and could exert

has Dbeen achieved.
material will swell
unwanted pressure.
Topical Absorbable Hemostats should be
applied dry and should not be moistened
prior to application. Make sure to remove
as much blood as possible from the
bleeding site before applying the product.
Topical Absorbable Hemostats should
not be impregnated with anti-infective
agents or with other materials such as
buffering or hemostatic substances. The
hemostatic effect is not enhanced by the
addition of thrombin - thrombin activity
is destroyed by the low pH of the
product. In general, use a Redon drain in
order to present plugging and to ensure
safe drainage. The drain must not be
placed on or close to the applied Topical
Absorbable Hemostats.

Prec”tions:

Use only as much of the product as
necessary for hemostasis, holding it fi
rmly in place until bleeding stops.

When used in urological cases, extra care
must be exercised to prevent the device
plugging the urethra, ureter or a catheter.
Topical Absorbable Hemostats should
not be used as a surface dressing except
for immediate bleeding control as they
inhibit the growth of new skin.

If Topical Absorbable Hemostats are
used temporarily to line the cavity of
large open wounds, they should be
placed so as not to overlap the skin
edges. Topical Absorbable Hemostats
should not be used in infected areas.
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Ecnn martepuan ucnonb3yetca 418 [AOCTUXKeHUs
remMoctasa B Mpefenax, BOKpyr wwm B
HEernocpeACcTBEHHOMW 6/M30CTM  OT OTBEPCTUA B
KOCTW, B MeCcTax KOCTUCTOW rpaHuLbl, Ha CIUHHOM
Mo3re, B 0/M30CTU OT 3pWUTENbLHOrO HepBa WK
nepekpecTa 3puUTeNbHbIX MyTel, mMaTepuan fO/HKeH
ObiTb  BCerja W3B/eYeH MOC/le  OCTaHOBKM
KpOBOTEYEHUS. B MPOTVBHOM clyyae,
reMocTaTU4ecKuii martepuan HabyxHeT U MOXeT
c0o3aTb HeXenartesbHOe AaB/eHue.

Martepuan reMocTaTnyecKuii Ha 0CHOBe
OKWCMIEHHOW  LeNINoN03bl  paccachiBatOLLMIACS
«CennmmctunT» (Cellistypt) MecTHOro npuMeHeHWs
[O/KEH NCMONb30BaTbCA CYXVM U He YBNaXKHAETCH
rMepes UCMosb30BaHVEM.

lMepes VCMoNb30BaHEM remocTaTrka ybeauTech B
TOM, 4TO M3 00/71aCTU KPOBOTEYEHUS YAaneHO
CTO/IbKO KPOBW, CKO/IbKO MaKCUMasIbHO BO3MOXHO.
Martepuan remMocTaTMyecKuia Ha  OCHOBe
OKWCNIEHHOW  LeNtoNo3bl  paccachiBatOLLMACS
«Cennuctunt» (Cellistypt) mecTHoro npumMeHeHus
He  [JO/MDKEH  MPOMUTLIBATbCA  KakuMW-nM60
aHTMOGaKTepuasibHbIM  CPeACTBOM, WU O6LIMU
6yhepHbIMM BeLLecTBamMu 7 Apyrvimm
remMocTaTM4yecKnuMmn CpeacTeamu.

emocTaTUyecKniA aeKT He yBeNMUMBAETCA Npu
[06aBNEHUN TPOMOMHA, NMOCKO/IbKY ero akTMBHOCTb
paspyLUaeTCca HU3KUM 3HayYeHnemM pH npogyKTa.

B obulem, mcnonb3ynte Ans TaMMNOHUPOBaHWUSA W
HafieXXHOro ApPeHMpoBaHMA C [peHaxem Tuna
PenoH. [pn 3TOM ApeHaXK He AO0/MKEeH HaxoAuTbCA
HaZ, FeMOCTaTUKOM WM 6/IN3KO K HEMY.

Mepbl NpefoCcTOPOXHOCTHU

Heobxoaumo uCnonb3oBaTb CTOMBKO MaTepuana,
CKOMbKO  Tpebyetca pnans  remoctasa. [1710THO
NpvKMMaiiTe ero B MecTe KPOBOTEYEHWS [0 ero
MOSMHOI OCTaHOBKMW.

B cnyyae ucrnonb3oBaHWs B YPONOrMn, BaXKHO He
AONYCTUTb TamMMnOHMPOBaHUA maTepuanom
MOYencnycKaTe/lbHOro KaHana, MOYETOUYHMKOB U
KaTeTepos.

Martepwarn remMocTaTuyeckuii Ha OCHOBE
OKWCNEHHOW  LENMno3bl  paccacbiBatoLmincs
«CennucTnnT» MECTHOr0 [AeiCTBUA He [O/MKEH
MCNOMb30BaTbCA Kak MOBA3Ka 3a WCK/IOYEHVEM
CNyyaeB,  Korga  HeobxoAMMO  OCTaHOBUTb
KpOBOTEYEHMe, MOCKONbKY OHW MOAAaBNAOT POCT
HOBOI KOXW.

Ecnn  matepuan BpeMEHHO UCMonb3yetca  Ans



The use of Topical Absorbable
Hemostats should not be preceded by the
application of escharotic chemicals, such
as silver nitrate or other similar products,
since absorption of the device may be
reduced in chemically cauterized areas.

Potential Complications:

Potential complications include, but are
not limited to:
* Stenosis
 Paralysis,
blindness

o Drainage = complications  after
cholecystectomy and urethral procedures
e “Burning” and “stinging” sensations,
sneezing

* Risks normally associated with
interventional procedures.

There have been reports of a stenotic
effect when oxidized cellulose 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 oxidized cellulose, it
IS important to be cautious and to avoid
applying the material tightly as a
wrapping.

Paralysis and nerve damage have been
reported when oxidized cellulose was
used around, within, or in the proximity
of foramina in bone, areas of bony confi
ne, the spinal cord, and/or the optic nerve
and chiasma opticum. 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 lacerated left frontal lobe
when oxidized cellulose was placed in
the anterior cranial fossa.

Possible prolongation of drainage in

nerve damage and / or
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3aMnofiHeHNs GONbLUMX OTKPbLITBIX paH, ero Hago
pacrosioknTb TaK, YTOObl OH He MOKpPbIBa COOOM
KOXHbIe Kpast paH.

MaTtepuan reMocTaTn4ecKuii Ha  OCHOBe
OKWCMIEHHON  LIe/I/0M03bl  paccacbIBatOLLMnCs
«CennucTunT» MeCTHOro AeNCTBUA He [O/DKEH
CNOMb30BATLCA HA MHPMLMPOBAHHBIX 061aCTsX.
Henb3d 1Cnonb3oBaTb XMMUYECKME MPUKMTatoLLme
CpefcTBa, TakMe Kak HWUTpaT cepebpa waun apyrue
cpefcTBa, B 06/1aCTW paHbl Nepes MUCrosb30BaHWeEM
B Heli Matepuana  «CenamucTunT» MeCTHOro
[eiCTBNA, MOCKOMbKY paccacbiBaHWe reMocTaTuka
B 3TOI 06N1aCTV MOXET M3-3a HUX 3aMeINThCA.

B03MO0OXHble 0CNOXKHEHNS

B0O3MOXHbIe OCNOXHEHWA BKNKOYAtOT B Ce64:
-CTEeHO3

-napanuy, noBpexaeHne Hepsa n(uaum) cnenora
-CNNOXHOCTW  C  [PEeHMpOBaHMEM paHbl  Nocre
XO/IeUMCTIKTOMMM N BMeLLaTe/IbCTBax Ha ypeTpe
-4YBCTBO XOKEHUS, 0OXKUTaHWs, YmxaHue

-puUCKM,  0ObIMHO  CBA3aHHblE € J1KO6GLIMK
WNHTEPBEHLMOHHBIMY MpoLeaypamu

Bbiiv  onyb6nAMKOBaHbI  C/lyvyanm  CTeHO3a  Npwu
MCMOMb30BaHMN  OKWUCNEHHOW  LENo3bl B

KauyecTBe OKYTbIBaOLLEro mMaTepuana B COCYANCTON
XVPYPrun, XoTs He 6bl0 YCTaHOB/IEHO, YTO CTEHO3

ObIN Hanpamyro CBA3aH C  WCMO/1b30BaHNEM
OKWC/IEHHOW LIE/I1K0/103bI. 310 Ba>KHOE
npenocTepexeHne  ansd n3beraHns  HaloXeHus

maTepuana B B1uae 06epTbiBaHWSA CIULLKOM Tyro.

Bbin  ony6nukoBaH  Ciay4vail  BO3HWKHOBEHWS
napaiMya W MOBPEXAEHWS  HepBa  MNpw
MCNOMb30BaHUN  OKWUCMIEHHOW  Le/0N03bl B
npegenax, BOKPYr WM B  HeNoOCpPeLCTBEHHOW
61130CTM  OT OTBEPCTUA B KOCTW, B MeCTax,
KOCTHOM rpaHuLbl, Ha CMMHHOM Mo3re, 1 (Un) Ha
3pUTENIbBHOM HEpPBE W MNepeKpecta 3pUTeNbHbIX
nyTeld. Moka 6o/bluas 4acTb OMMUCaHHBIX CyyaeB
NMPOUCXOAWNa B COYETAHUN C NIAMUHIKTOMUER, a
cnyyan C napaiMyoMm Obiv  3aUKCUPOBaHbI B
COYETaHUM C BbIMOIHEHNEM [PYTUX MPOLEeAyp.
Cnenota 6blna onucaHa B C/y4vae BbIMO/IHEHMA
XMPYPryeckoro BOCCTAHOB/IEHWS  Pa30pBaHHOM
NeBOI NOGHOW 40NN, KOr[a OKUCNEHHas LeNNn03a
Oblf1a MCNOMb30BaHa B NMepefHEN YepernHom SIMKe.

Bbinn TaKKe Ony6/KOBaHbI cryyvan
Heo6XoAMMOCTV NPOAJ/IEHNS [APEHMPOBAHNS MOC/Ne
XONELNCTIKTOMUM " 3aTpyAHEHMs
MOYENCNYCKaHNS "3 YPEeTpbI rnocne




cholecystectomy and diffi culty in
passing urine via the urethra after
prostatectomy have been reported. There
has been one report of a blocked ureter

after kidney resection, in which
postoperative catheterization was
required.

Occasional reports of “burning” and

“stinging” sensations and sneezing when
oxidized cellulose has been used as
packing in epistaxis are believed to be
due to the low pH of the product.

A burning sensation has been reported
when oxidized cellulose was applied
after nasal polyp removal and after
hemorrhoidectomy. Headache, burning,
stinging and sneezing in epistaxis and
other rhinology procedures, as well as
stinging where oxidized cellulose was
applied on surface wounds (varicose
ulcerations, derm abrasions and donor
sites) have also been reported.

Interactions:
Not applicable.

Overdose/intoxication:
Not applicable.

Effects on the ability to drive and
operate machinery:
Not applicable.

Use in pregnancy and lactation:
Not applicable.

Storage:

Keep dry.

For storage temperature conditions
please refer to the label on the box.
Protect from direct sunlight. Keep in the
original packaging.

Do not use beyond the use by date stated
on the label. Browning of the gauze and
a tendency to crumble indicate incorrect
storage.

Sterilized by gamma irradiation. Do not
resterilize.
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MPOCTaTAKTOMUM. Bbin TakKe OnmcaH OAuH CryYaid
6/10Ka MOYETOYHMKA MOCMe Pe3eKLUM MOYKM, Npu
KOTOpPOM BO3HUK/A HEeo6X04AMMOCTb B
nocneonepauyioHHON KaTeTepu3aLmun.

OnucaHHble CyYan YyBCTBa XOKEHMS, 0OXMUraHWs
M uMxaHus, KOrja OKWCNeHHas  Lennonosa
NCnonb3oBaslaCb A1 TamnoHafgbl  HOCOBOrO
KPOBOTEUEHNS BO3MOXHbI 13-3a peakLyn Ha HU3Koe
3HayeHue pH npoaykTa.
OwyuleHre  0BXuraHms
NMPUMEHEHUN  OKUC/IEHHOM
yAaNeHns  Ha3a/lbHbIX
reMopponasKkTomun. [0noBHas 607b, XOKEHWMe,
UyMxaHMe MpUM  HOCOBOM  KPOBOTEYEHUM U
BMeLLIaTeNbCTBaxX B 06/1aCTW HOCA, a TaKXKe XOKEHNE,
KOrfa OKWCNEHHas Le/oo3a HaknafblBasiacb Ha
MOBEPXHOCTb paHbl (BapnKO3Hble A3Bbl,
Aaepmabpasms 1 nepecagka AOHOPCKOrO /IOCKyTa,
Takke OblM ONKCaHbI B INTEPATYpE).

ObII0  OMNMcaHo
LIeNIH0N03bI
noavnos WM nocne

npw
nocne

B3anmopeiicteume
He NPUMEHMMO

Mepeno3npoBKa/MHTOKCUKALLMA
He NPYMEHNMO

BnanaHne Ha ynpaBneHue
CpPeACTBOM M TEXHUKOW
He NPUMEHNMO

TPAHCMOPTHBIM

Mcnonb3oBaHUe BO
nakrtayuu
He NPMMEHNMO

BPEMS OEPEMEHHOCTU W

YcnoBus xpaHeHus
Martepran «CenamctunT»
XpaHUTL B CyXOM MecCTe.
TemnepaTypHble YCMNOBUS XpPaHEHWA YyKasaHbl Ha
3TUKETKE YNaKOBKMN.

CnepyeT n3beraTb nonagaHus MpAMbIX COMHEYHbIX
NyYel, XpaHUTb B OPUTMHANIbHON YMaKoBKe.

He ncnonb3oBatb MO UCTEYEHWUW CPOKA FOAHOCTMH,
YKa3aHHOI0 Ha YHaKOBKe.

Ecnn matepvan yyacTkamu CTasl YTOJLEHHBLIM U
KPOLLUMTCSA, 3TO MOXET YKasblBaTb Ha NOBPeXAeHne
NpoLyKTa Wu3-3a HeCco6MIOf4eHNs  YCNOBUIA  ero

(Cellistypt) cneayet



XpaHeHus.

Crepunuzauusa - ramMmma- pagvaums. He nognexur
MOBTOPHOW CTepUAM3aLN.

J1to6ble HexxenatesibHble 3((EKTbI, HE YKa3aHHbIe B
MHCTPYKUMW MO NPUMEHEHWIO, [OMKHbI - ObITb
0ny6/IMKOBaHb!.

Any adverse effects not noted here
should be reported.

Description of symbols CvMBO/IbI, UCNOMb3YEMbIE MPU MApPKNUPOBKeE

REF
LOT
ISIZE

(FC-4

Qty
CE 1023

©

Composition of Cellistypt is

cellulose.

Reference number

Lot number

Product size

Sterilized using
irradiation
Expiraton date

Warning! See the
instruction for use
Do not resterilize

Do not reuse

Temperature range
(from 0°C to +25°C)

Do not use if
package is damaged
Keep away from
sunlight

Keep dry

Quantity

CE- MDD
93/42/EEC
conformity marking
and identification
number of accredited
certification authority
within European
Union

Conformity marking
of the Russian
Federation

100%

Water absorption of Cellistypt, oxidized
resorbable cellulose hemostats knitted
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REF
LOT

ISIZEI
jSTERU r |

2

A

o*CH

(s)

®
T

Qty

CE 1023

ApPTUKYNAPHBIA HOMEP
Howmep cepum

Pa3mep
PafmaunoHHasa ctepuamsaums

Micnonb3osatb Ao

OctopoxHo! ObpatuTech K
NHCTPYKUUN MO MPUMEHEHNUIO
He cTepunn3oBatb NOBTOPHO

3anpeT Ha NOBTOPHOE
NpUMeHeHNe

TemnepaTypHbIil gnanas3oH (oT
0°C po +25°C)

He ucnonb3oBatb Npu
MOBPEXJEHNN YNaKOBKM

He nonyckaTb BO3AENCTBUA
CO/IHEYHOr O CBeTa

bepeub OT Bnaru

Konnyectso

CE mapka - 3HaK COOTBETCTBUSA
Tpe6oBaHMAM JMpeKTuBbI
93/42/ EEC n
NOEHTUPNKALNOHHBIA HOMEP
YMNOSIHOMOYEHHOI 0 opraHa no
cepTudmkaummn EBponeinckoro
Coto3a

3HaK COOTBETCTBUSA MNpu
feKnapnposaHun
COOTBETCTBUA B PD

Matepuan «Cennnctunt» (Cellistypt) coctomT u3

100% uenntonossbl.
[MornoTuTensHas
reMocTaTUYeckoro

CMOCOBHOCTb
Ha  OCHOBE

maTepuana
OKUCNEHHO



fabric of regular density is 0.06 g/cm?,
Cellistypt D-K, oxidized resorbable
cellulose hemostats knitted fabric of high
density - 0.09 g/ent; Cellistypt F,
oxidized resorbable cellulose hemostats
non-woven, cotton wool format - 0.50
g/lcm™,

Hemostasis time of Cellistypt is 1.5-

Bioresorbability of Cellistypt, oxidized
resorbable cellulose hemostats knitted
fabric of regular density is 5-8 days;

Cellistypt D-K, oxidized resorbable
cellulose hemostats knitted fabric of high
density - 8-10 days; Cellistypt F,

oxidized resorbable cellulose hemostats
non-woven, cotton wool format - 3-5
days.

Shelf life of Cellistypt is 18 months from
the date of production (provided all
storage conditions are observed).
Cellistypt can be transported by any
means of enclosed transportation in
compliance with the existing requirement
(related to the particular means of
transportation) at a temperature between
0°c and +25°C. The medical device must
be kept dry and protected from direct
sunlight.

Used Cellistypt are a sterile material of
vegetable origin and do not constitute
any biological danger. They should be
utilized in accordance with existing
medical techniques and the requirements,
established by law and local decrees
(Sanitary  Rules and Regulations
2.1.7.2790-10 as firm refuse Class A).
The removed remaining of Cellistypt
must be treated and then utilized in
accordance  with  existing medical
techniques and the requirements,
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LIeNN0N03b! paccacbIBatoLLerocs TKaHOro
CTaHAapTHOM MIOTHOCTH «CenmctmnT»
(Cellistypt) coctaBnger 0,06 r/cw; MaTepuana
reMoCTaTU4ecKOro  Ha  OCHOBE  OKWC/IEHHOM
LIeNNt0N03b! paccacblBatoLLerocs TKaHOro
MoBbILWWEHHOMW nnoTHocTM  «CennmnctunTt  [-K»
(Cellistypt D-K) - 0,09 r/em®, wmaTepunana
reMocTaTM4ecKoro - Ha OCHOBE  OKMC/IeHHOM
LLeU0N03bl paccacbIBatoLLerocs HETKaHoro
cTaHfapTHoW  nnoTHoctn  «Cenanctunt  @»
(Cellistypt F) - 0,50 r/cm™.

Bpema  oCTaHOBKM  KpOBOTeuYeHWs  (Nepuog,

remocTtasa) Matepumana «Cennuctunt» (Cellistypt)
cocTtasnseT 1,5-3 MUHYTHI.

Mepunos OKOHYaTEeIbHOrO paccacblBaHWUs MaTepuana
reMocTaTM4yeckoro  Ha OCHOBE  OKWUC/IeHHOM
LLeN0N03bl paccacbIBatoLLerocs TKaHOro
CTaHAapTHOWN NJIOTHOCTU «CennuncTnnT»
(Cellistypt) cocTtaBnser 5-8 cyTOK; Martepuana
remMocTaTM4yeckoro  Ha OCHOBE  OKWC/IEHHOM
LLe//0N03bl paccacbIBaroLLerocs TKaHOro
NoBbILEHHOM  nnoTHocTM  «Cenametunt — [-K»
(Cellistypt D-K) - 8-10 cyTOoK, Matepuana
remocTaTn4yeckoro Ha OCHOBE  OKWC/IEHHOIA
LIeNMoN03bl paccacbIBatoLLerocs HeTKaHoro
CTaHAapTHo  nnoTtHoctM  «Cenamctunt  O»
(Cellistypt F) - 3-5 cyTok.

Cpok rogHoctn  matepuana  «CenmcTunT»
(Cellistypt) coctaBnset 18 Mecaues C Aathbl
M3roToBfieHNs (Co610aas YCnoBUA XpaHeHUs).
Matepuan «Cennuctunt»  (Cellistypt) gomkeH
TPaHCMOPTMPOBATLCA /IHOObIM  3aKPbITbIM  BUAOM
TpaHcropta B  COOTBETCTBAM C  MpasBunamu,
[e/CTBYIOWMMMN Ha JaHHOM BWfe TpaHcropTa, npu
cobnoaeHnn TemnepaTypHoro pexxuma (o1 0°C go
-|-25°C). B ycnoBusx 3aWwuTbl OT Barv v nonagaHus
NPSMbIX COMTHEYHbIX TyYeil.

Heuncnonb3oBaHHbIi ~ MaTepnan  «CennmucTunT»
(Cellistypt) sBnsetca CTepu/bHbIM MaTepuasiom
pacTuTeNbHOro MPOUCXOXKAEHNSA " He
npeacTaBnseT CO60iM 6GMOMOrMYECKoin ONacHOCTH,
ero cnefyet yTUIN3MPOBATb COMIaCHO MPUHATBLIM
MeAVLUMHCKUM MeToAMKaM W B COOTBETCTBUU C
HOpPMamW, YCTaHOB/NEHHbIMW 3aKOHOM W MECTHbIMM
nonoxeHusamn (no CadluH 2.1.7.2790-10, kak
TBepAble OTX0oAbl Knacca A). Y[aneHHblA U©3
opraHusMa «nocfie  [OCTUDKEHWS  remocTasa
matepuan «Cennuctunt» (Cellistypt) gomkeH 6bITb
06paboTaH M YTWUIM3MPOBaH COMACHO MPUHATbIM
MeAVLUMHCKAM MeTOAMKaM W B COOTBETCTBUU C



established by law and local decrees for
materials which constitue potential
biological danger (Sanitary Rules and
Regulations 2.1.7.2790-10 as
epidemiologically  hazardous  refuse
Class B).

Synthesia, a.s., Czech  Republic
guarantees that Cellistypt comply with
all applicable national and international
standards, provided their use, storage and
transportation conditions are observed
throughout the shelf life period.

Manufacturer:
Synthesia, a.s., Semtin 103, 530 02
Pardubice, Czech Republic

Distributor:

B.Braun Surgical S.A., Carretera de
Terrassa, 121,08191 Rubi (Barcelona),
Spain

Authorized representative (importer)
in the Russian Federation:

B. Braun Medical LLC, 191040 Russia,
St. Petersburg, Pushkinskaya str.lO,
tel./fax; +7 (812)320-40-04

The English version shall prevail in
case of conflict between English and

Russian version of this document.

Revision date: 07/2014
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HOpMamu, YCTaHOB/IEHHbIMW 3aKOHOM U MECTHbIMU
MOSIOXKEHUAMMW [/11 MaTepUasioB, MPeACTaBAOLWMNX
NnoTeHUManbHY0  6uonornyeckyto  yrposy  (ro
CaHlNluH 2.1.7.2790-10, Kak 3nuaeMuosiormyecku
onacHble 0TXofpl Knacca b).

KomnaHus «CuHTE3ma, a.c.», Yeluckas Pecny6nmka
rapaHTupyet COOTBETCTBUE TEXHUYECKMX
XapakTepucTuk maTepuana «CennncTnnT»
(Cellistypt) Bcem TpeboBaHMAM  MPUMEHUMbIX
HaUMOHA/IbHBIX U MEXAYHapOAHbIX CTaH4ApPTOB
npy  cobnogeHMn  noTpebuTeneM  YC/IOBUMA
NPUMEHEHNs, TPaAHCMOPTUPOBAHUA U XPaHeHus
[AHHOr0 MeAMUMHCKOrO W3AeNns Ha Becb CPOK
rOAHOCTW.

MpownssoauTtens

Synthesia, a.s., Semtin 103, 530 02 Pardubice,
Czech Republic

«CuHTe3una, a.c.», CemtuH 103, 530 02 Mapayobwc,
Yewickas Pecny6nnka

OvnctpubbroTop

B.Braun Surgical S.A., Carretera de Terrassa, 121,
08191 Rubi (Barcelona), Spain

«b. bpayH Cyppxukan C.A.», KappeTepa ge
Teppacca, 121, 08191 Py6u (bapcenoHa), VcnaHus

YNnofMHOMOYEHHaa opraHusauma (MmnopTep) B
Poccun

OOOQO «b.BpayH Meaukan», 191040,

r. C.Metepbypr, yn. MyLwkuHckasn, 4. 10.
Ten./pakc:(812) 320-40-04

B cnyyae Kakux-nmbo HeCOOTBETCTBUNA
aHrIMACKOTO N PYCCKOro TEKCTOB,

NpenMyL,ecTBO UMEeT aHTTNACKNT TEKCT.

[Oata Bbinycka nHgpopmaymu; 07.2014



Ovireni - legalizace

BSzne Sislo ovefovacNcfTihy O 1168/2016
Ovsfuji, ze --------- r
Hana Demele, n*zen (a) 28,4.1982
bydliStgm Pardi”ice, Koke66va:3.&5
jehoi (jej™) to”inost bylaprow “a,
tuto listinu pfele”nou vla6tnoj*n” |)od”sal (a).w
\ ' N
V PardubicjelJ?d™e 1.11.2016'
\

Mgr,-MartinaK on”vi

7 NN /-«
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MepeBof, C YELLCKOrO 1 aHINMMIACKOTO S13bIKOB

NHCTPYKUMSA NO NPUMEHEHUIO

Ha aHIIMACKOM U PYCCKOM A3blIKaxX

XaHa [amenb
PyKoBOAMTENb MO KayecTBy (nognuce)
noapasaeneHunst Mo OKCULIEN/TH0N03e

Ha o6opoTe:
3aBepeHvie - nerasmsaums
"epboBast Mevarb:
Marvctp MapTiHa KoHzposa
HoTapuyc T. Mapay6uc
2
MopsigkoBbIin Homep KHirn 3aBepok O 1168/2016
MoaTeepXkaato, Uto
VK. XaHa [Jamenb, fata poxaeHus: 28.04.1982 T.
NpoXuBaroLLAA Mo aapecy: r. Mapayéuc, yn. Kokeluosa, 305
JINYHOCTb KOTOPOIA Obla YCTaHOB/EHA,
HaCTOALLWIA [OKYMEHT B MOEM MPUCYTCTBUAM COOGCTBEHHOPYYHO
noAanucaa.
Mapayéuc, 01.11.2016 T.
(nognmcb)
Maructp MapTrHa KoHaposa
HoTapuyc
"epboBasi neyarsb:
MarucTtp MapTnHa KoHaposa
HoTapuyc r. Mapayouc
1

MeyaTwn Ha clwuBke (2 WT.):
Maructp MaptuHa KoHgposa
HoTapuyc T. MNapayouc

MepeBod C aHrNMIACKOrO fA3blka Ha PYCCKUA A3blK BbINOAHWA nepeBofunk HapHyn EkaTepuHa
BnagnmnposHa

MepeBoj, C YELLCKOrO A3blKa Ha PYCCKUI A3blK BbINOMHEH NEPeBOAYMKOM [OpLUeHUHbIM Boprcom
HukonaeBuuem CaHKT-
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MNeTepbypr

CaHkT-leTepbypr
UeTbipHagUuaToro Hosibpsi ABe TbhiICSAYM WEeCTHaauaToro roga.

A, KoponeBa CBeTnaHa BagumoBHa, HOTapuyc HOTapualibHOro okpyra CaHKT-

MeTepbypra, CBUAETENbCTBYW MNOA/IMHHOCTb MOAMNUCEN, CAEeNaHHbIX MnepeBoAYMKaMn
MopweHWHbIM Bopucom Hwukonaesnuem m KapHyn EkaTepuHoin BnagumumpoBHOW B MOEM

NPUCYTCTBUN. JINYUHOCTb WX YyCTaHOB/IEHa.

3apervcTpupoBaHo B peecTtpe 3a N
B3bickaHo no Tapudy 200 py6. + 400 py6. B COOTBET. CO
cr- 15, 23 O3H.

HoTapwuyc:

Toro B HacToswem [AOKYMEHTe
7 (cemb) nucToE

HoTapuyc:
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