KOMns

CornacosaHo/APPROVAL

Codman & Shmtleff. Inc.,

OpraH nsauma/Organi zation

325 Paramount Drive. Raynham, MA W 1bl, USA
Appec/Address

Associate Director Regulatory AtTairs

[JomkHocn~Occupaaon

Perez, Vivian

dammnms, Mms/ Surname, Name

January 28, 2019

fata A0-MM-TTTT/Date Dt"M.YYYY

Moanues/Xignainre

NHCTPYKLUMA N0 NPUMEHEHUIO
IMnnaHTaT Ana 3akpbiTUA ged)eKToB TBEpAoi Mo3rosoit 060104kn DURAFORM

Instructions for use
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(Duraform Dural Graft Implant)
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HafeXHOoe NnepekpbITEe CYLLEeCTBYIOLLE TBEPAOA 060/10UKM MO3ra U He
LonycTuTb BbiTekaHua CMXK.

Cnepyetr npoaABnfTb 0OCOBGYIHD OCTOPOXHOCTb MNpPU  MepeMeLLeHnn
HaKnafblBAEMOro UMMNaHTaTa Bo n3bexaHve ero paspbisa.

HanoXeHwus WBoOB He TpebyeTcs. Mpu HEOOXOAMMOCTY HANOXEHWS LIBOB
MCMONb3yiTe aTpaBMaTUUHYI0 6e3naTsXKHYI TEXHUKY, BO M3bexaHue
pa3pbIBOB.

Mo6ouHbIe fABNEHNA

* BblTekaHue CIMHHOMO3IOBOM XUAKOCTU

* OrcpoyYeHHOE KpoBOU3USAHME

* NHuuuposaHue

* Peakuua va NMHOPOAHOE Teno

» ObpasoBaHme crnanku

CTepunbHOCTb

MmnnaHTaT ans 3akpblTua geeKTOB TBEpAoit
DURAFORM npegHasHayeH TOJIbKO AN1A OAHOKPATHOIO
MPUMEHEHWNS; HE MNoANEXNT MOBTOPHOW
CTEPUNN3ALNIW. Monb3yiiTecb acenTUYECKUMU METO4AMW Ha BCex
aTanax pabotbl. KomnaHma Codman & Sliurtleff, Inc. He Hecet
OTBETCTBEHHOCTM 3a NPOAYKLUMIO, KOTOpas MnojABepriacb MOBTOPHON
cTepunmsaummn, He nNpuMHUMaeT [AN9 BO3Bpata waum obmeHa 06yt
NPoAyKumMIo, KoTopas 6Gbina BCKPbITa, HO HE MCMOJb30BANACh.

Moka WHAMBMAYaNbHAA YNAaKoBKAa He BCKPblTa W He MOBPEXAEH],
M3fenne 0CTaeTCA CTEPUSIbHLIM U anUPOreHHbIM.

WHCTpyKLMKU No LIpUMENEHINO

[Ona ncnonb3oBaHMA B KayecTBe MMMNaHTaTa ANs 3aKpbITUA
TBEPAONM .MO3roBOW 060/104KN

1 Monb3yiiTecb acenTUYECKMMM METOAaMU Ha BCeX Tanax NpUMeHeHus
3TOro M3genus.

2. [Mepen npyvMeHeHUeM 06peXbTe CyXON MMMNaHTaT A0 Heo6X0LMMO
(hOpMbl, yUMTbIBaSA, YTO OH A0/DKHA MOKPbIBATH TBEPAYHO 060/104KY C
3anacoM no MeHbLUell Mepe B OAWH CaHTUMETP.

3 HaknagbiaiiTe MMNAaHTaT rNafKo MOBEPXHOCTHIO K MO3rYy.
CMOUMTEe UMNNAAHTAT CTEPUNbHBIM PU3NONOTUYECKUM PacTBOPOM.

MO3roBoii 060/104KM
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Use care when repositioning the dural patch to avoid tears in the
onlay graft.

Suturing is not required. If stay suturing is desired, use an atraumatic
tensionless suture technique to prevent tearing.

Adverse Events

» Cerebrospinal fluid leakage

» Delayed hemorrhage

* Infection

» Foreign body reaction

» Adhesion formation

Sterility

The DURAFORM Dural Graft Implant is intended for SINGLE
USE ONLY; DO NOT RESTERILIZE. Use aseptic technique in all
phases of handling. Codman & Shurtleff, Inc. will not be responsible
for any product that is resterilized, nor accept for credit or exchange
any product that has been opened but not used.

As long as the individual package is not opened or damaged, the
product is sterile and nonpyrogenic.

Instructions for Use
For Use as a Dural Graft

1. Use aseptic technique in all phases of the use of this product.

2. Before application, cut the dry patch to the desired shape, ensuring
an overlap of the dura of at least one centimeter.

3. Apply with smooth surface toward the brain.

4. Wet the graft matrix using sterile saline solution.

5. Reposition if necessary. CAUTION: Use care when repositioning
the graft matrix to avoid tears of the onlay graft.
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5. B cnyuae Heo6X0AMMOCTU, nepemectuTe umniaHtat. BHUMAHUE:
cobnogaiite  0cobytd  OCTOPOXHOCTb  MpU  MEPEMELLEHUN
HaknaAblBaeMOro MMnjaHTatTa Bo M3bexaHue ero paspbisa.

S HanoxeHus WBOB He Tpebyercs. B cnyyae Heo6XOAMMOCTM
HaNOXeHUs  LIBOB MCMOMb3yiTe aTrpaBMaTUYHY 6Ge3HATAKHYIO
TEXHUKY BO U36exaHue paspbiBOB.

7. PekoMeHfyeTCs MOCNEONepaLMOHHbIA 3aKpbITbI  aCMMUPaLMOHHBI
LPEeHaX paHbl B TeyeHne 1-3 gHei.

[ns ncnonb3oBaHMa B KayecTBe NPOTMBOCNAEYHOro bapbepa

1 Monb3yiiTecb aceNnTUYECKMMMN MeTOAaMM Ha BCeX 3Tanax npUMeHeHus
3TOro n3genus.

2. Mepef npumeHeHWe.M 06peXbTe CyXOl MMMAaHTaT 40 Heobxoau.Moi

(hOopMbl, yuuTbiBas, 4TO ero pasmep M hopma MNONHOCTbK [LOMKHbI

MOKPbIBaTH 3aLLMLLAEMYH0 TKaHb.

3. HanoxuTe cyxoii uaM CMOYeHHbIi CTepusibHbIM (M3MON0rMUYECKIUM

pacTBOPOM UMMMAHTAT.

Mpn 1cnonb3oBaHUKM W.MNnavTaTa B OrpaHWYeHHOM MPOCTPAHCTBE UK

OnA  06epTblBAHUA aHATOMMYECKOW CTPYKTYpbl PEKO.MEHAyeTcs ero

cMauymBaHue nepej NPUMEHEHNEM.

4. B cnyyae HeobxoaumocTu, nepemectute mmnnaHtat. BHUMAHWE:

cobnwogante ocobyto OCTOPOXHOCTb npu nepemeLLeHnm

HakaAblBAEMOr0 UMMAaHTaTa BO U3bexaHve ero paspbIBOB.

5. Hanoxenne wBoB He Tpebyetca. B cnyyae Heob6Xxo4uMOCTM

Ha/I0XXeHUA LIBOB UCMOMb3YWTe aTpaBMaTUUHYH0 6E3HATKHYH0 TEXHUKY

BO M36exaHne pa3pbiBOB.

FTAPAHTUHBIE OBA3ATE/IbCTBA

KomnaHua Codman & Shurtleff, Inc. rapaHTupyeT, u4TO [aHHOe

.MeULIMHCKOE WU3[eNne He UMeeT fed)eKTOB, CBA3aHHbIX C MaTepuanamu

M KAuyecTBOM  M3roToBieHus. Jlobble  Apyrue  siBHble WK

nogpasymeBaeMble  rapaHTUW,  BK/KOYaA  rapaHTMM  TOBapHOIA

NPUrogHOCTM  WAM  COOTBETCTBMS  HACTOALLMM  UCK/HOYATCS.

MpurogHOCTb NpU.MeHENNS JaHHOT0 MEeAULMHCKOrO U3genus ans noboi

KOHKPETHOW  XMPYpPruyeckoW npouesypbl [AO/MKHA  ONpeaensrbes

nonb3oBaTeneM B COOTBETCTBAM C BbIMYLLEHHBIMU MPOU3BOAUTENEM

MHCTPYKUMSMM MO NPMMEHEHMI0. He npefocTaBnstOTCA HUKaKMe WHble

TapaHTUW. BbIXOAALLME 33 PaMKM OMUCaHHbIX B HACTOALLEM naparpade.
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6. Suturing is not required. If stay suturing is desired, use an
atraumatic tensionless suture technique to prevent tearing.

7. Postoperative closed suction wound drainage is recommended for
1-3 days.

For Use as an Adhesion Barrier

1. Use aseptic technique in all phases of the use of this product.

2. Before application, cut the dry patch to the desired shape, ensuring
that the size and shape completely cover the tissue to be protected.
3. Apply the graft matrix dry or moistened with sterile saline
solution.

If using the graft matrix in a confined space or to wrap an anatomical
structure, wetting is recommended before application.

4. Reposition if necessary. CAUTION: Use care when repositioning
the graft matrix to avoid tears of the onlay graft.

5. Suturing is not required. If stay suturing is desired, use an
atraumatic tensionless suture technique to prevent tearing.

WARRANTY

Codman & Shurtleff, Inc. warrants that this medical device is free
from defects in both materials and workmanship. Any other express
or implied warranties, including warranties of merchantability or
fitness, are hereby disclaimed. Suitability for use of this medical
device for any particular surgical procedure should be determined
by the user in conformance with the manufacturer’s instructions for
use. There are no warranties

that extend beyond the description on the face hereof.



PacwunhpoBKa CMMBOOB

PacwugpoBka  CMMBONOB,
MEAULMHCKOrO M3fenus;
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MPUMEHAEMbIX npu MapKnpoBaHNN

Ko/iMyecTBo LWTYK B yNakoBke
CpenaHo B

MpownssegeHo ans

Koga naptuu

Howmep no karanory

MpounssoanTtens (L13rotoBuTesnb)

[laTta n3rotosneHus

Y NONHOMOYEHHBIT
npeactaBuTens B EBponeiickom
coobuecTse

«u3genue MOXeT ObITb
peann3oBaHo TO/IbKO BpayaMm W
Mo 3aKasy Bpauein»

Wcnonb3oBath [0
PaaunaunoHHas cTepunmn3saLms

He CTepunnmn3oBaTb NOBTOPHO

3anpet Ha NnoBTOPHOE
npuMeHeHne

OcTopoxHo!  Obpatutecb K
MHCTPYKLMKN NO NPUMEHEHUIO

He ncnonb3oBaTb npu
MOBPeXAEeHNN YNAKOBKM

Symbols

[QTY
MACE ml

MFC. FOR
LOT

REF

ec P

STHRILE R

Do Not Resterilize

IK

Explanation of symbols used in labelling the medical device;

Quantity

Made in
Manufacture for
Lot number

Item number
Manufacturing company
(Manufacturer)

Date of manufacture

Authorized representative in the
European Community
Purchasing of this device is
permitted to physicians or upon
physicians' request only under the
Federal law (United States).

Exp. Date
Radiation sterilization

Do not re-sterilize

Do not reuse
Caution! See instructions for use

Do not use when packaging is
damaged

See instructions for use
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For patient information about this
product, go to

www.depuysynthes.com/patentm
arking

Unless Damaged or Opened

Ycnosna npu.MeHeHuns

MeauumnHckoe nsgenue npegHasHad4eHO And yCTaHOBKW TOJ/IbKO B

O6paTuTecb K MHCTPYKUMM MO
MPUMEHEHNIO

ANNporeHHo

Mapkuposka CE

Kog nepepabotku (MonuatuneH
BbICOKOW NIOTHOCTK)

WHhopMaumss 0 mpaBax  Ha
u3nenve npefcTaBneHa Ha caiite

www.depuysynthes.com/patentm
arking

[Noka ynakoBka He noBpexzeHa
WK He BCKPbITa

3HaK cooTBeTcTBUS PCT

CTaHAapPTHbLIX YCA0BUAX OI'IepaLl,VIOHHOVI.

X

NQNPYRQGENIC

Ce

0086

Iy

@)

HOPE
For patient information about this

product, go to

www.depuysynthes.com/patentm
arking

Unless Damaged or Opened

©

Usage Conditions

Non pyrogenic
CE marking

Recycling code (HDPE)

For patient information about this
product, go to

www.depuysynthes.com/patentm
arking

Unless Damaged or Opened

RST sign

The medical device is intended for use at the standard conditions of
hospital operating room environment.

Potential User

MoTeHUMaNbHbIA NOTPEOUTEND

Bce npouefypbl A0/MKb!bl BBIMOAHATHCS KBanM(ULUPOBAHHBIM
HelpoOXMpyprom c cobnwpeHnem cTaHfapTItol Xupypruyeckoi
MeTOAUKU. Helipoxupypr HeceT 0TBeTCTBeHttocTh 3a BbINONHEHME
Hajnexalux mep u npouesyp BO M3bexaHne UHPULNPOBAHUA U
OCNOXHEHWIA.

All procedures should be performed by a qualified neurosurgeon
using standard surgical procedure. Neurosurgeon is responsible for
the implementation of appropriate steps and procedures to avoid
inrection and complications.
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OCHOBHbIe TeXHNYecKune
XapaKTEPUCTUKN
Mvivedtar AOFH  Juva, i
bV
Jacsc:Nje=Mi=Seaer|
MOECBOA
[eseget Y
DURAFORM,
pasvep.___
25 av2Aav _4+ 16
2HAA avix 782av B2+ 16
5@ avix 5Bavi /§8+ 16
7&Xavix 7,G2av B2+ 16
016avix B7av 1270+ 16

CsoncTsea Nalepuana msgenvs
CXXnmaemMoCTb

ONnacTUYHOCTb

BnutbiBatowas cnoco6HOCTb™
O6bEMHAA NNOTHOCTb

MaccoBasa fgons xnopuga Hatpus
MaccoBasa fgons gopmanbgernga
MopuctocTb
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" (pyHKUMOHaNLHLIR  Main technical and functional symbolistics

Liora MM Toua, v

H4+16 3148
34+ 16 3148
508+ 16 3148
62+ 16 3148
1016+ 16 3148

50 - 90%

50- 100%

28-115

8,0-17 mr/ mn

He 60nee 2,00%.

He 60nee 0,2%.

1 Bo Bcex o6pasyax B
napTuu, He MeHee Yem Yy
90% nop, pa3mep AOJIXKEH
6bITb MeHble 10 MKM.

2. Makcumym 20% ot
obuiero Konn4yeerrea
o6pas3yoB MOXeT WMeTb

pasmMep Mnop MeHblUe, YeMm
10 mkm y 90-95% nop
3. Bo Bceit naptum cpegHuii

DURAFCRM Dud Lagh nm

Gaft Inlart, Size:

Za-cm x 254 cm 541 16
Zacm x 7&2cm BZi 16
5@Barx 5@Ban 58+ 16
z&cm X z&cm 76,24- 16
1016cm x 127cm 1270+ 16

Product Features
Compressibility
Resilience

Imbibition*

Apparent Den.sity
Sodium Chloride (%w/w)
Formaldehyde

Porosity

Wdh, mm  Thideess,
mm

H4+16 3148
54+16 3148
508+ 16 3148
76,2+1,6 3148
101.6+16 31-48

50 - 90%

50- 100%

28-115

8.0 - 17 mg/ml

2.00% Max

0.2% Max

1. All samples in lot must
have minimum of 90% of
pores less than 10 um.

2. Max of 20% of total
number of samples may
have pore size within the 90-
95% less than IOum range
3. Total lot average for pore
size must be at least 95%
le,ss than 10um



pasmep nop AOMXeH ObITb
MeHbwe 10 MKM  Kak
MUHUMYM Y 95% nop.
LiBeT: 6enblii, 6e3 obnacTeit
obecuBeymBaHus
(okpawmBaHus)

* OTHOLUEHME MacChl YBNaXHEHHOT0 MMMNNaHTaTa K Macce cyxoro
mMnnaHTaTa

OnucaHne NPUHaANEXHOCTEN, MEAULIMHCKUX U3AENNIA UK
|/|3,c|,en|/||7|, He ABnAroLwmnxeca megnuynHCKNMn, HO
NpeayCcMOTPEHHbIX A8 UCMO0Nb30Banns B KOMOUHaLMK C
3aABJ/IEHHbIM MEQUUWVNHCKUM WU3AENNEM

BHewHWA BUA

He npumeHnmo.

CBefieHUs 0 NIEKAPC3BEHHbIX CPeACcTBax BXOASLIMX B COCTaB
MIA

HenpumeHnmo, nsgenne He COAEPXMUT NeKapCTBEHHbIX BELLECTB.

CsefileHNs 0 HaIM4YnMKM MaTepuanos YXMBOTHOI0/4€N10BEYECKOr0
Nponcxoxxgenna

MiMnnaHTaT gns 3akpbiTMa ge)eKTOB TBEPAOA MO3roBOi 060104KHN
DURAFORM coctouT u3 KofnareHa tuna |, nofyyeHHoro us
cyxoxunuii kpynHoro poratoro ckota (KPC), a Takxe COgepXuT
0CTaTOYHOE KO/IMYECTBO X10puga Harrpus (Maccosas 4ons He 6onee
2,0 %) n ¢popmanbieruga (maccosaa gonsa He 6onee 0,2%).

YcnoBust aKcnayaTauun MeAULMHCKOTO 13aenms

MepgnunHckoe mnspenne ABNAeTCA MMNNaHTUPYyeMbIM n
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Color: White, with no areas
of discoloration (staining)

* the ratio of the mass of the wetted sponge to the mass of the dry
sponge

Visual

Key Accessories, Medical Devices or Non-Medical Devices, to Be
Used in Combination With Medical Device Submitted For
Registration

Not applicable.

Pharmaceutical substances

Not applicable, the device does not include any medicinal

substances.

Information about materials of animal/human origin

CODMAN DURAFORM Dural Graft Implant is a collagen
sponge/matrix containing trace amounts of sodium chloride (2.0%
max WAYV) and formaldehyde (0.2% max WAYV). The collagen is
type I, sourced from the bovine tendons from New Zealand.

Operating conditions

Medical Device is implantable and intended to be used in the body's



npeAgHasHayeHO [ANs WCNOMb30BaHMS BO BHYTPeHHell cpege
opraHusma.
YCcnoBus TPaHCNOPTUPOBKM UM XPaHEHWs MeAULUHCKOTO

n3penns
YCnoBmsa XpaHeHUA: PEKOMEHAYeTCA XpaHUTb U3fefMe B CyXOM
MPoOXaagHOM MecTe, TaK KakK 3KCTpeManbHble TemnepaTypbl MOTyT
oKasaTb BAWSIHWE Ha W3Jenue, MNOCKOAbKY WMNOAaHTaT AAs
3aKpbiTUA AedeKToB TBEpAOin Mo3roeoit 06onodyku DURAFORM
COAEPXMNT OGMOCOBMECTMMBI/ MaTepuan Ha OCHOBE KOJlareHa,
MONMYyYeHHbI U3 KPYNMHOTro poratoro ckota. PekomeHfyeTcs
XpPaHUTb U3Jenne Npyu KOMHATHOW TemnepaType B npegenax ot +20
80 +25°C 1 Npu HOpManbHOW OTHOCUTENBHON BAAXHOCTH.

Ycnoeus TpaHcnopTupoBku: CreynanbHble YCMoBUS  ANS
TPAHCMOPTUPOBKM He YCTAHOB/EHbI. MoaTomy npu
TPaHCMNOPTMPOBKe u3aenus creayeT NpUAepXMUBaTbCA YCNOBUA,
YCTAHOB/MEHHbIX A5 XPaHEHUS.

CBegeHuns 06 ynakoBke

Mo ogHOMY M3LENNI0 NMOMELLAETCS B ABOWHYH 6MCTEPHYIO CTEPUBHYIO
ynakoBKy. [0 1 unu 5 aBOHbLIX 6AMCTEPHBIX YMAaKOBOK MOMELLAeTcs B
KapTOHHYI KOPOGKY BMECTe C O4HOW MHCTPYKUMEN MO MPUMEHEHWIO U
3TUKeTKaMn Ans NalneHToB.

Heeave Hnwep m Kowecieo

Kaaray LLTyK B
veae

vyedHiar oA SaybLivA adekiB 1B 8314508

METBEOA o0+ DLRAFCRY] [ERMp

1016av X127 awv

virediar oA s3aybLivA ek B0 80147883

MBI o+ DLRAFCRY] v 804778

72 anX7aav

virediar gA 3L IA SdeKkicB TBaa 804788
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internal environment.

Storage and transportation conditions

Storage requirements: It is recommended to “store the product in
a cool dry place”, as extreme temperatures may affect the product,
as Duraform is a collagen-based biocompatible dural sub.stitute
(bovine derived). Therefore, it is suggested to “store the product at

room temperature from +20 to +25°C and ambient relative
humidity.”
Transportation  requirements:  There are no  specific

Transportation requirements. Therefore, the same recommendation
for storage, should be followed for transporting this product.

Package

One devise placed in each sterile double blister package. 1 or 5
double blisters placed in one carton with in.struction for use and
patient’s labels.

Nme tEemNLioe UHtsCaee
DURAFCORM Dud Gatt Indan, s2= 8014903 1
1016a« 127an

DURAFCORM Dud Gt Indat, sz= 8014788 5

7 anX7a82an 8147M 1
DURAFCORM Dud Gat Indat, sa&= 8014783 5
5@BanX5@an 84794 1
DLRAFCORM Dud Gett Indat, s2= 8314748 5

25 arx 7&2an 814748 1
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MECEO oo ODURAFCRV] avey 804798 ]
5@ anxX53Bav

I/Ivrr&nfﬂ',qn SEBLIHAAGEKIBTEYTIA DPIaa8. 5
nMoETCBEOA caoroHi DURAFCRV] [=avea ISeYVive = N1
25 an X782 av

MyedEar o8 SebA ek T B SDI472H. 5

nMoECBOA oo DLRAFCRV] Eavea
25Aavix 254au

Cpok rogHocTu
Cpok rogHocTu nsgennda coctaengaet 30 mecAaLes.

lNepuropg paccacbiBaHUA U3LENNS

MMnnaHTaT gns 3akpbliTMa eeKTOB TBEPAOA MO3roBOW 060104KHN
DURAFORM paccacbiBaeTca U 3aMeHseTCA COOCTBEHHON TKaHbHO
nauueHTa B TeyeHne 3-6 mecqLes.

[MopagoK  ocyLWecTBAEHNS yTununsaumnm
MeAVLIMHCKOTO U3fenus

YTunnsauma MeguuuHCKUX OTXO0[0B [0/DKHA OCYLLeCTBNATLCA B
COOTBETCTBUN C MECTHbIMWN 3aKOHOAATE/IbHbIMUN Tpe6OBaHV|F|MV| n
MNONOXKEHNAMN MEANLNHCKOTO yUpexaeHuna.

N YHUYTOXEHUA

N3penus, WMEBLIME KOHTAKT C KPOBbHO  W/MAM  Apyru.mu
GMONOTUYECKUMU  XULKOCTAMU, OTHOCMTCS K Knaccy b
KnaccuuKkaumm MeamumMHCKUX 0TX040B, U NoanexaT yTUnnsayum
UMM YHUUTOXEHUID COrNacHO MNPUMEHWMbIM  HaLMOHANbHbIM
3aKOHOAATe/IbHbIM HOPMaM.

Hencnonb3oBaHHble W3genus (M3LeNUs He WMEBLIME KOHTAKT C
KpOBblO U/MAM ¢ 6GUONOTUYECKUMMU XKWUAKOCTAMU), B T.M. C
MCTEKWMM CPOKOM  TOJHOCTWM, OTHOCUTCS K Kjnaccy A
Knaccugpumkauum MeguUUHCKUX OTXOA40B M MOAaexat yTUamsaynm
UMM YHUYTOXEHUIO COMAcHO MPUMEHUMBIM  MALMOHATbHbIM
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DLRAFCRM Dud Gt Indant, s goad728 5
25 anX 254an

R

Shelf life
The shelf life of the product is 30 months.

Absorbable period

DURAFORM Dural Graft is resorbed and replaced by the patient’s
own tissue within 3-6 months

Disposal

Disposal of medical waste should be done in accordance with local
government laws and hospital regulations

Products coming into contact with blood and/or biological fluids are
class B medical devices under medical wastes classification and may
be recycled and / or disposed in accordance with applicable national
regulations.

Unused products (not having contact with blood and/or biological
fluids), including those with expired shelf life, belong to class A
medical devices under medical waste classification and may be
recycled and/or disposed in accordance with applicable national
regulations.

n



3aKoHoAaTe/IbHbIM HOpPMaMm.

Peknamaums

[Ond nonyyeHns LONOJSIHWTENbHOW WHPOPMaLMKN, CBA3AHHOW C
NPpUMEHEHMEM MeAULUHCKOro u3genus, npocbba cBA3aTbCA C
YMNONHOMOYEHHbIM npeacTaBuTeNEM npoussoautens OO0
«[XO0HCOH & [oHcOoH», 121614, r. Mocksa, yn. Kpbinatckas, [.
17, kopn. 2, Ten. +7(495)580-77-77, (hakc +7(495)580-78-78

1 Codman & Shurtleff, Inc.,

an «KogmaH aHp WapTtnedd, NHk.», CLUA
325 Paramount Drive, Raynham, MA 02767, USA.
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Reclamation

For additional information related to the use of the medical product,
please contact an authorized representative of the manufacturer,
"Johnson & John.son LLC", 121614, Moscow, Krylatskaya Street,
17, bldg. 2, tel. +7 (495) 580-77-77, fax: +7 (495) 580-78-78

1 Codman & Shurtleff, Inc.,
41 | 325 Paramount Drive, Raynham, MA 02767, USA.



State of Florida
County of Miami-Dade

On this cPf" day of 2019, before me, the undersigned notary public, personally appeared Vivian
Perez, proved to me through satisfactory evidence of identification, which were Personal Knowledge, to be the person
whose name is signed on the preceding or attached document, and who swore or affirmed to me that the contents of the

document are truthful and accurate to the best of her knowledge and belief.

Notary Public

CARIDAD BLANCO
IS‘A 'tn MY COMMISSION # GG 032507

EXPIRES; January 21,2021
Bonded Thru Notary Public Ur*erwrilers
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«KogmaH 3Hg LWapTtnedd, NHK.»

325 MapamayHT [paiiB, PaitHxam, Maccauycetc toNbl, CLUA

3amecTuTeNb AMPEKTOPa OTAENa HOPMATBHO-MPABOBOIO PEryNMpPoBaHMs

lMNepee, BuBnaH

28 aHBapsA 2019 roga

<noanueaHo>

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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,ﬂ, MapTblHOBa HaTanusa AHApeeBHa,

MepeBof AaHHOIO TEKCTa BbIMO/IHEH MepeBOAUYNKOM Acblbaw AHApeem AaHacbeBUYEM

moanumceob

Poccuiickaa depepayusn
MNopos Mocksa

TpI/IHa,U,LI.aTOFO QJEBpaI'IFI AB€ ThiCA4YN AeBATHaALaTOro roga

BPEMEHHO MCMoHsAlWas 0653aHHOCTM HOTapuyca ropoga

CBMAETENbCTBY MNOANIMHHOCTb NOANUCK NepeBogunka Acbli6al AHApes AdaHacbeBnuya.

Moanuce caenaHa B MOeMm NnpucyTCTBUMN.
JInyHOCTb NoAnucasLUero OOKYMEHT yCTaHoB/1EeHA.

3aperncTpupoBaHo BpeecTpe: Ne

77/09-H/77-2019-

B3bickaHO rocyfapcTBeHHO nownuHbl (Mo Tapudgy): 100 py6.
Ynna4yeHo 3a oKasaHue ycnyr npaBoBOro M TEXHUYECKOro xapakTepa: 200 py6.

00ANUCb

MpoLWHYpPOBaHO, NPOHYMEPOBAHO W CKPEM/IEHO NevYaThblo

BPWO HoTapuyca

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

/

ep6oBasi neyartb
HoTapuyca r.MOCKBbI

[.B.

H.A. MapTbiHOBa

nncT(-a,-0B).

|Vicxass Pepepaumn
ppog Mocksa

[ns AHgpeeBHa, BpemMeHHa HBResnHLWLLas
ropoga Mocksbl Akvmose [1asa bopurcosuya,

KOI'II/IVICHp OTaB/1IEHHOIO MHe OKyMeHTa. "
71709 HI1T-20Ty 17 -Ar

ITPE TN @ mmmmmm e -
roBya’™KT\(HOI NOLWWHLI (MO Taoudpyp

Yrraudlip & akaiBijy ycnyr npasoBoro 1 "~ n
Te<IParBCl YO

HA

MoOCKBbI

AknmoBa [neba Bopucosunua,



