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FOR INTRAOCULAR USE AS A SURGICAL AID IN ANTERIOR SEGMENT SURGERY ONLY.

DESCRIPTION Figure 1.
Healon® EndoCoat Ophthalmic Vlscosurglcal Device (OVD) is a sterile non-pyrogenic solution of highly Remove plastic tip cap from syringe tip.
purified sodium with di ical properties. Healon® EndoCoat OVD contains 30

mg/ml of sodium hyaluronate. The concentration is adjusted to yield a viscosity of approximately 50,000

centipoise when dissolved in a physiological buffered salt solution. The solution has an osmolality of

approximately 320 milliosmoles/kg.
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Sodium hyaluronate can Figure 2.

also actas a space filler, between tissues. Sodium hyaluronate Thread the 25 gauge cannula onto the syringe and confirm that it is firmly seated.

does not interfere with the normal wound healing process Sodium hyaluronate is also present in the
capsular material of certain bacteria. Those bacteria may be cultured by a fermentation process to yield
sodium hyaluronate. Sodium hyaluronate extracted and purified from different sources can have different
molecular weights but has the same molecular structure. The sodium hyaluronate in Healon® EndoCoat
OVD is  highly purified extract of a bacterial fermentation and is tolerated well in the eye. It has a
molecular weight of approximately 800,000 Daltons, is tigenic (1,2,3), and .
INDICATIONS

Healon® EndoCoat OVD is used in ophthalmic surgical procedures of the anterior segment, including:

e Cataract surgery with an intraocular lens

e Cataract surgery without an intraocular lens

*  Secondary intraocular lens implantation

CONTRAINDICATIONS

At present, there are no contraindications to the use of Healon® EndoCoat OVD when used as
other than i ions for the specific surgical procedure.

APPLICATIONS

Cataract surgery and 10L implantation: Inject Healon® EndoCoat OVD slowly through the cannula into the
anterior chamber. The use of Healon® EndoCoat OVD is most effective when the injection is made before
removal of cataract (either intra- or extracapsular extraction) and before insertion of the I0L. Healon®

EndoCoat OVD can also be applied to the IOL before placement. During the procedure, more Healon® Figure 3. _ ) _ _ )
EndoCoat OVD can be infused ad /ibitum for anterior chamber maintenance or to replace viscoelastic lost Remove the plastic sheath from the cannula by pulling it away in a straight motion.
during surgery. Ensure that cannula remains fully seated to syringe.

INSTRUCTIONS FOR USE

Figure 1. Remove plastic tip cap from syringe tip.

Figure 2. Thread the 25 gauge cannula onto the syringe and confirm that it is firmly seated.

Figure 3. Remove the plastic sheath from the cannula by pulling it away in a straight motion.
Ensure that cannula remains fully seated to syringe.

Figure 4. Guide the cannula needle through the opening of the cannula guard provided until the
cannula guard is fully seated against the cannula hub.
Click the cannula guard in place around the syringe.

Figure 5. Syringe Orientation: Hold the syringe with the opening of the finger grip (backstop) facing
the palm. Rotate syringe body within the finger grip to achieve desired cannula positioning.

Figure 6. Check proper function by holding the syringe barrel and gently depressing the plunger rod
until the OVD appears at the cannula tip.

PRECAUTIONS

CAUTION:  The Healon® EndoCoat OVD Delivery system is not designed or intended to be attached to
devices other than the one provided with the product. Failure to follow the “Directions for
Use” may result in cannula detachment.

CAUTION:  Injection of viscoelastics creates pressure in the syringe. To prevent expulsion of the cannula Figure 4. _ ) ‘

into the eye, ensure that the cannula is securely attached to the fitting on the syringe. Guide the cannula needle through the opening of the cannula guard provided until the
CAUTION:  The cannula should be fastened securely to the syringe; however, over tightening may cause cannula guard is fully seated against the cannula hub.

the hub to weaken and possibly detach from the syringe. Extrusion of a test droplet is Click the cannula guard in place around the syringe.

recommended prior to entering eye, and excessive force on the plunger should be avoided.
Observe the usual precautions taken during anterior segment surgery.
Pre-existing glaucoma or the surgery itself can cause increased intraocular pressure after the procedure (4).
The following precautions should be carefully considered:
The intraocular pressure of postoperative patients should be carefully monitored.
Do not use excessive amounts of Healon® EndoCoat OVD.
Remove Healon® EndoCoat OVD from the anterior chamber at the end of the procedure.
Corrective therapy should be initiated if the postoperative intraocular pressure rises above safe levels.
For intraocular use only.
Store at 2-30°C (36-86°F).
Protect from freezing.
Protect from light.
Contents are sterile when the package is sealed and undamaged.
Use aseptic technique.
Do not use in cases of known itivity to any of the ingredi of this product.
See product expiration date.
Healon® EndoCoat OVD does not require refrigeration. If refrigerated, Healon® EndoCoat OVD should be
allowed to attain room temperature prior to use.
CAUTION: Do not reuse the cannula. This could release particulate matter. Product and cannula are for Figure 5.

single use only. Re-use may cause eye inflammation. Syringe Orientation: Hold the syringe with the opening of the finger grip (backstop)
There have been isolated reports of diffused particulates or haziness appearing after injection of facing the palm.

viscoelastics into the eye. While such reports are infrequent and seldom associated with any effects on
ocular tissue, the physician should be aware of this occurrence. If observed, the viscoelastic should be
removed by irrigation and/or aspiration.

Healon® EndoCoat OVD is derived from a biological source and may contain trace amounts of protein.
The physician should be aware of the potential risks of the type that can occur with injection of biological
materials.

ADVERSE REACTIONS

Because sodium hyaluronate is a polysaccharide present in many tissues of the body, it is extremely well
tolerated in human eyes. There have been reports of transient postoperative ocular inflammation (oral
and/or topical steroid were admini (9 and transient ive increases in
intraocular pressure (‘) during clinical trials with viscoelastics.

In addition to the above, the following rare adverse reactions have been reported following the use of

Rotate syringe body within the finger grip to achieve desired cannula positioning.

sodium ini surgery: ion, corneal edema, increased intraocular pressure,
secondary glaucoma and corneal ion. The relationship of these post-operative reactions and
the use of vi ics has not been

HOW SUPPLIED

Healon® EndoCoat OVD is a sterile, non-pyrogenic preparation supplied in a di single use glass

syringe, delivering 0.85 ml of a solution of sodium hyaluronate in a physiological buffered salt solution.

A sterile, single use 25-gauge, disposable, bent, blunt tip, thin wall cannula, cannula guard is provided
within the package. The cannula sheath should be used to firmly attach the cannula to the syringe.
Contents of unopened and undamaged blister package are sterile. Do not use if package is opened or damaged.
Contents

Each ml of Healon® EndoCoat OVD contains:

Ingredient Contents per ml

sodium hyaluronate 30.00 mg

sodium chloride 5.00 mg Healon® EndoCoat OVD

potassium chloride 0.56 mg g:h"’“s an osmolality

2 - 0f 6.8 - 7.6. Check proper function by holding the syringe barrel and gently depressing the plunger rod until

sodium acetate 2.92mg Healon® EndoCoat OVD the OVD appears at the cannula tip.

sodium citrate 1.28 mg is filter sterilized and

sodium phosphate dibasic 0.42 mg aseptically filled. The

sodium phosphate monobasic 0.06 mg packaged productis

water for injection as required secondarily steriized using \

ethylene oxide. ]
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OchTanbMONOrNyeckoe BUCKOXUPYPTUYECKoe u3nenme
Healon® EndoCoat

JINA IHTPAOKY/IPHOTO MPAMEHEHISA B KAYECTBE XUPYPMI4ECKOIO UHCTPYMEHTA
TONbKO MPY ONEPALIAX B NEPEAHEM CETMEHTE [TIASA.
OMUCAHUE
Ody N4ecKoe n4eckoe uspenve (0BY) Healon® EndoCoat — 3T0 CTepusibHbIi, an1poreHHbIit
PacTBOp rManypoHarta HaTpusi C AMCTIEPCHBHbIMM PeoniornyeckiMm caoiicTeamu. B OBU Healon® EndoCoat

30 mr/mn Hatpus. TakuM 06pasom, 4ToGb! npu

B pacTsope BASKOCT, PaBHas! NPUGTUSUTENLHO
50 000 canTunyas. Ot pacteopa 320 /i
XAPAKTEPUCTUKM
TanypoHar Hatpus — ato Peonoruyeckuii npochmnb 0BU Healon® EndoCoat,
TUHERHbIN NoAMcaxapuz, M3MepeHHblii npu 25 °C
KOTOpbIit COCTOT M3 00
TIOBTOPSIOLLXCA AUCAXADUIOB
TTIOKYpOHaTa HaTpHs!
n N-aueTunriokosamuHa. OH
HAXOTCS BO BCEX TKAHSX
opraHuama,
B BbICOKVX
KOHLIGHTPALIMSIX COAEPMTCS
B CTEK/I0B/IHOM Tere,
CVIHOBMMbHOI XMAKOCTH
W nynoByHe. 310 1 + + + t u
Y4aCTBYET BO B3AUMOEICTBHSX 0,001 0,01 0,1 1 10 100 1000
Mexay Gnuanexamin CkopocTb cagura (¢)
TKaHsmu. Kpome Toro,
TUanypoHaT HaTpits PaBOTAET Kak BUCKOANACTUK, 3an0/Hsis MPOCTPAHCTBO 1 OT/IENAA TKaHW JIpyr OT Aipyra.
TWanypoHaT HaTPMs! He BIUAET Ha HOPMANbHbIE MPOLIECCH! 3AKMBNIEHIS PaH. KPOME TOro, OH BXOAWT B COCTaB
Kancynibl onpesieNieHHbix GaTepyi. 3T GakTepui MOXHO W METOAOM nonyyarb
HATpUs r1anypoHar. MManypoHaT HaTpus, NoNy4eHHbIA (METOA0M SKCTPaKLIMM 1 04UCTKM) U3 PasHBIX UCTOYHIKOB,
MOXET OT/MYATLCA 11O MOEKYIAPHOMY BECY, HO UMEET OFIHaKOBYIO MOMIEKYNIAPHYIO CTPYKTYpY. Manypoxar
HaTpus B cocTase OBI Healon® EndoCoat — 370 3KCTPaKT BbICOKOIA CTEMNEHY O4MCTKY, NONyYeHHbI B pesynbTaTte
hepmeHTaLM GaKTepuiA, KOTOPbIi XOPOLLIO NEPEHOCKTCS NP BBEAEHWM B r11a3. Ero CpeaHui MonekynsipHblit Bec
cocTasnsieT npubauauTensHo 800 000. O He 06NAAAET NMPOreHHbIMI 11 aHTUreHHbIMM (1,2,3) CBOMCTBAMM.
MOKA3AHUSA
0B Healon®™ EndoCoat npumensieTcs npy ohTanbMoNornyeckix Xvpypritdeckux BMELLATeNbCTBax Ha nepeaHem
CerMeHTe r11a3a, BKI04as CeayloLLme:
*  Onepauyst N0 YAANEHIMIO KAaTapaKTbl C UMMAAHTALWEN UHTPAOKYNAPHOM NMH3bI
Onepawysi 10 YAANeHMIo 663 UMMIZHTALMI UHTDAOKYNAPHON NIMH3b

Bsikoctb (Ma - c)
3

. P i SIH3bI
NPOTUBOMOKA3AHMS
B HacToswee Bpemn npumererve OBI Healon® EndoCoat npotionokasatxmi HE WmeeT npn ycnoamm ero
¢ W y4eToM XMpYPrUdecKoit
npoLeaype.
NMPUMEHEHVE

Onepauys o yAaneHuio KarapaxTbl v umnnanTauma UOJT: meaneqHo eseavte OBI Healon® EndoCoat yepes
KaHlofio B nepeaHioio kamepy. Mpu npumenexnn OBIA Healon® EndoCoat HavGonee athcheKTMBHbIM SBNSETCS ero

BBE/EHVe nepen (HTpa- um

v nepeg BBeaeHuem VOJ. Mepes umnnaxTaumed O ee Takke MoxHo o6paboTaTb ¢ nomolLpio OB Healon®
EndoCoat. B xoze MOXHO Ge3 orp: il BBOATL 0B Healon®
EndoCoat ¢ Lienbio 3anonHeHs nepeaHeit Kavepbl un notepb BO
BPENS OnepaLi.

MHCTPYKLWA 110 NIPYUMEHEHMIO

PucyHok 1. CHUMUTE NAACTUKOBbIA KOANAYOK C KOHYMKA LUMPULIA.

PVCYHOK 2. HaBUHTWTE KaHIONIO AMaMeTPOM 25 G Ha LUMpUL, 1 yOEAUTECH, 4TO OHA HAZEXHO 3aKpensieHa.

PHCYHOK 3. CHUMUTE NNACTMACCOBYIO 0BOMOYKY C KAHIONM, NOTAHYB 3a Hee BAO/b 0CH KaHIONM.
YOenuTeCh, 4TO KaHIOA N0-MPEXHEMY MOHOCTLIO HaBH4eHa Ha LWL,

PucyHok 4. TpoeawTe Wry KaHionu Yepes 0TBEPCTVE B (DUKCATOPE KAHIONM, BXOAALLIEM B KOMIUIEKT NOCTABKM,
TaK, 4T0GbI (hMKCATOP KaHIOM 0KA3ANCA MOAHOCTbIO Ha/eTbIM Ha BTYAKY KaHIOM.
HaxkmuTe Ha (MKcaTop KaHionu, 4ToBbl OH CO LLENYKOM 3atMKCHPOBANCS Ha LUMpULE.

PricyHoK 5. OpvieHTaLws LWnpuLa: 3axBaTuTe LUMPUL, Tak, YTo0bl 0TBEPCTHE Py4KY (ynopa) Gbuio obpaiieHo
K naionv. TMosepHITe KOpNYC LML BHYTPY Py4KM Tak, 4ToBbI KaHions 3axsna Tpeyemoe
TIONOXKEHME.

PucyHok 6. TposepbTe (hyHKLMOHMPOBAHWE CHCTEMDI, YACPXKMBAS LIMAMHAP LUMPULIA U OCTOPOXKHO HAXXMMas Ha
LUTOK, Noka OBV He MOK&XKETCA Y KOH4VKA KaHIoNM.

MEPbI NPEAOCTOPOXXHOCTH

BHUMAHWE! Cuctemy pocrasku OB Healon® EndoCoat Henbas K 16 i
MOMUMO  YCTPOVCTBA, MOCTaBASEMOr0 BMeECTE C W3Aenviem. HecoGriofieHne WHCTPYKUMIA no
TIPUMEHEHUIO MOXET NPUBECTH K OTCOBAMHEHVIO KaHIONN.

BHUMAHWE! Bsepenue co3paeT [asnexve B wnpuue. Bo u3bexanue
BBITA/IKVBAHIAS KAHIONW B /133 YOEAMTECH B HAZIOKHOCTI NPUKDENIEHIS KAHIONW K Pasbemy LNpuLia.

BHUMAHWE!  Karions fomkHa BbiTb HEXHO MPUKPENIEHa K WPHILLY, 0AHAKO MPK NEPETSHKKE COBAMHEHIE BTYNIKH
MOXET 0CNaGHyTb, & Cama BTY/IKa OTCOBAMHUTLCS OT PULLA. BO M3BEXaHVe NPUTOKEHNS! K MOPLUHIO
LunpuLa U3BLITOYHO Cvnbl, Nepes; BBeAeHveM OBY B rna3 peKOMEHZYETCS BbAABUTb U3 WNPULA
npoGHyto Kanio.

C it Mepbl npu onepayy Ha nepe/Hem

CermeHTe rnasa.

Hanuvie npeauLIecTByiol{ei FayKoMbl Wi cama onepaLyts MOTyT NPUBECTU K MOCAEONIEPaLIOHHOMY NOBBILIEHVIO

BHYTPUTIA3HOrO AABAEHNS (4).

Cnepnyer Mepbl

e B nepuose BHYTPUrNasHoe

[laBNIeHve NauyieHTa.
*  He cnenyet ucnonb3osarb U3bbiTouHbIe konecTsa OBY Healon® EndoCoat.
* B KoHue onepauyv HeoBxoaumo yaanuTb OBU Healon® EndoCoat 13 nepesiHeit kamepbl.
o ECNM Nocne OnepaLiui BHYTPUrNasHoe JiaBrienvie [i YPOBHM,
TIPOBECTY! KOPPUTUPYIOLLLYO Tepanutio.
TonbKo [ynst UHTPAOKYNIAPHOTO MPUMEHEHNS.
XpatuTb npy Temneparype 2-30 °C.
He 3amopaxuBatb.
XpaHWTb B TEMHOM MeCTe.
G €C/M YNaKoBKa nHe
TIPUMEHSTb ACENTUYECKVE TEXHIUKI.
He npueHsTb, eciv U3BECTHO 0 runep K y-nn6o U3 IQHHOT0 MIPOJYKTA.
CM. CPOK FOIHOCTM NPOAYKTa.
0BM Healon® EndoCoat He TpeGyeTcst XpaHuTb B XON0AMNbHYKE. Mpy XpaHeHn B XONOAWbHUKE nepes
npumetervem OBY Healon® EndoCoat omkeH HarpeTbea 0 KOMHaTHOiA Temneparypbl.
BHUMAHWE! Katonst He NOANEXVT NOBTOPHOMY MCMI0Nb30BaHMIO. [TPI 3TOM BOSMOXHO OT/ENEHNE MHOPOAHbIX
yacTuu, Uanenve v kaHions TONMbKO ANst
MOXET BbI3bIBaTb BOCNANEHUE r1a.
Wmetotea oTaenbHbie 0 ichehy 4acTIL, WM oMy 110Cne MHBEKLMM
BIICKO3NACTVIKA B a3. HECMOTPS! Ha T, YTO Takue COOBLLIEHNS PErvICTPUPYIOTCA HEYaCTo U NP 3TOM

it Ha TKaH a3 PefKo, Bpavy crieyer 00 3TOM 3HaTb.
B 1107106HOM Cny4ae CrieayeT YAanuTb BUCKOINACTUK U3 F1a3a NyTem NPOMbIBaHHS WM OTCACHIBaHNS.
0BV Healon® EndoCoat nony4alot 13 G1onorn4eckoro CTOHYKA, No3TOMY OH MOXET COfiepXaTb CrieioBble

Konu4ecTsa 6enkos. Bpay omxen GbiTb 0 pucKax, c
B OPraHu3M G10MOrUyeCKyIX MaTepiarncs.
HEBJIATONPUATHBIE PEAKLIMN
TocKoMbKY nonmcaxapiyl FUanypoHaT HATPWs COTIEPXUTCS BO MHOMIX TKAHSX OPraHuama, B r1asy YeroBeka OH
TIepeHoCHTCA 04eHb Xopolwo. B xope 0
a3 Winnin MECTHbIX CTepoMz08) (%) 1

ROM OBLILLIEHAN BHYTPUTNIA3HOMO ABNEHUS (4).
B p,unnnneﬂme i Bblmenepeumcneuuomy, 110C/1E MPUMEHEHNS TMANYPOHATA HATPHS! NP BHYTPUTNIAZHBIX

Gbinn 3ap penkve peakum: oTeK
POroBuLibl, NoBbILLEHNE BHyTpIIII'ﬂﬁSHOI’O JAABNEHUS, BTOPUYHAA rNayKoma WU IEKOMNEHCALWS POroBuLLbl. CBsi3b 3TUX
peakuun ¢
He Gbina.
®OPMA MOCTABKU
0BV Healon® EndoCoat — ato A, anup A npenapar, B
wnpuie, copepxatuiem 0,85 Mn pacTeopa r HaTpus B (U3MONOTMYECKOM
pacTBope.
B komnnexT BXoauT Karions 25 G C U30THYTHIM TyMbiM
KOH4MKOM 1 (HUKCATOP KaHIONH. Oﬁonowa Kaion uerionbayeTes A Gonee NNOTHOr0 COBAMHEHNS KaHIONM CO
wnpuuem. C i PHOIN YNaKOBKM He
€C/IN YNaKoBKa OTKPbITA WK NOBPeXeHa.
Copepxumoe
Kaxpoe 0B Healon® EndoCoat copep)XuT cieayrolLye KOMIOHEHTI.
KomnoHeHT Copepxaxue B Mn
HaTpus rnanypoHat 30,00 mMr QOcmonspHocTs 0BIA Healon®
HaTpYs XI0pUA, 5,00 M EndoCoat cocTasnser
Kana Xnopua 0,56 mr 320 MOCM/KT, YPOBEHb
KanbLnsi XN0pUA 0,36 mMr oH— 6676
MarHusi Xnopuz 0,22 mr OBY Healon® EndoCoat
HaTpus auerar 2,92 mr TPOXOUT CTEPIIbHYIO
HaTpua uutpat 1,28 mr unsTpaumo
HaTpus thoccar )BHbI 0,42 mr " K
HaTpus hocthat 0AHOOCHOBHbIN 0,06 mr STODIHO TPOAYKT
BOJA 191 UHBEKLNI 0 HeOOX0AVMOCTY
CMUCOK JIUTEPATYPbI
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CUMBO/IbI HA CTEPU/IbHOM YNAKOBKE

0B03HAYEHUA PYCCKMI
[l CM. MHCTPYKLWMI N0 NPUMEHEeHMI0
A
LATEX FREE He cofepxuT narekc
® He Tb, €N
@ He NOBTOPHOMY
CTepunn3oBaHo ¢ NPUMEHEHVeM MeTO/0B acenTuyeckoi 06paboTku
TEmE o] YnakoBKa i KaHioNns CTepUNM30BaHbl STUNEHOKCUOM
Homep no karanory
Homep cepun
& CPOK FOAHOCTW (ITTT-MM-AJ;: rog-mecsiy-4ucno)
/\_K\ XpaHuTb B TEMHOM MecTe
@‘; He Tb
J’ TemnepatypHble orpaHuyeHus
™ Mpov3asoauTens
TMonHoMOoYHbI NpeacTaBuTens B EC
&I [ara n3rotosnenus (MTT-MM-A/: roa-mecsu-yucno)

Healon 1 Healon EndoCoat siBnsitoTcst ToBapHbIMI 3Hakamu komnaruu Johnson & Johnson Surgical Vision, Inc.
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