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[MEHOBAHVME MEOVNUWVMHCKOIO
(AENVIS (MU1) MEDICAL DEVICE (MD) NAME
(atepvian opraHuueckuii oTanbmonorundyeckuin ana  Dk-line, Okta-line Perfluorocarbon Liquids
pemeHHOIi 3aMeHbl CTEKNOBMAHOIO Tena rnasa C
YCTPOICTBOM A1 BBEAEHWSi, B  BapuaHTax

|HCnonHeHNns
Jmee: Dk-line, Okta-line, MI. Next: DKk-line, Okta-line, MD.
COCTAB DELIVERY SET
I.  MepdTopaekannH «Dk-line» 5 mn B coctase:  1.1. Perfluorodecalin "Dk-line" 5 ml in the composition:
1 TMepdTopaekanmH «DK-Nne» BO 1. Perfluorodecalin "Dk-line" in a bottle with a volume
(hnakoHe 06beMoM 5 Mn - 1 wrt,; of5ml -1 pc.;
2. WNpUL MHBEKLMOHHBINA, CTEPUAbHBIA, 2. injection syringe, sterile, disposable, with a Luer
0IHOPAa30BbIiA, C pa3beMoM J1t03p Lock connector:
Jok: Syringes without needles: Syringe Injekt (Injeki®),
Wnpuubl 6e3 urn: LWnpuy NHXeKT Luer Lock Solo: 5 ml, manufactured by "B. Braim
(Injekt®), Mtoap Slok Cono: 5 mn, Melzungen AG", Germany, RU No. FSZ 2009/05984 -
npoussoacTtea "b. bpayH Menb3yHreH 1pc.
AT", TepmaHusd, PY Noe ®C3 3. needle, sterile, disposable 20GxI", (0.90x25) mm:
2009/05984-1 wir. Medical needles, sterile, disposable: Sterican puncture
3. urna, ctepusbHas, ogHopasosas needle, manufactured by B. Braun Melzungen AG,
200x1", (0,90x25) mm: Germany, RU No. FSZ 2007/00293 - 1 pc.
Vrnibl MeguunHCKNe, CTepuibHbIe, 4. tracking stickers - 4 pcs.;
0fiHOpa30Bble: rna nyHKUMoHHanA 5. instructions for use - 1pc.
«CtepukaH» (Sterican), npoussogctea Il. Perfluorodecalin "Dk-line" 7 ml in the composition:
"B. bpayH Menb3yHreH Al", 1. Perfluorodecalin "Dk-line" in a bottle with a volume

MepmaHus, PY Ne ®C3 2007/00293 - of7ml - 1pc.
2. injection syringe, sterile, disposable, with Luer Lock

luwr.
4. CTUKepbl 4N NPOCNeXuBaHus - 4 connector:
WT.; Syringes without needles: Syringe Injekt (Injekt®),

Luer Lock Solo: 10 ml, manufactured by "B. Braun

5. WMHCTPYKLUMA MO NPUMEHEHMNIO - 1 WT.
Melzungen AG", Germany, RU No. FSZ 2009/05984 —

. MepgpTopaekannH «DK-line» 7 mn B cocTaBe:

1. MepgTopaekannH «Dk-line» Bo 1pc.
(nakoHe 06bEMOM 7 M - 1 LWT. 3. needle, sterile, disposable 20GxI", (0.90x25) mm:

2. WNPUL MHBbEKLMOHHBIN, cTepunbHblii,  Medical needles, sterile, disposable: Sterican puncture
0/1HOPa30BblIiA, C pasbemom J1o3p needle, manufactured by B. Braun Melzungen AG,
Germany, RU No. FSZ 2007/00293 - 1 pc.

Nok:

LW npuubl 6e3 ura: Lnpuw, VIHXeKT 4. tracking stickers - 4 pcs.;

(Injekt®), Mtoap Nlok Cono: 10 mn, 5. instructions for use - 1 pc.

npounssoacTea "b. bpayH Menb3yHreH I1l.  Perfluorooctane "Okta-line" 5 ml in the

Al", l'epmannsa, PY Ne ¢C3 composition: _ _ _
2009/059S4 - | wrT. |. Perfluorooctane "Okta-line" in a bottle with a volume

3. WUrna, CTepubHas, o4Hopa3oBas of5ml-1pc. _ _ _
200x1", (0,90x25) MM: 2. injection syringe, sterile, disposable, with a Luer

Nrnbl MeaULMHCKIE, CTEPUNbHbIE, Lock connector: _ ) )

07HOPa30Bble: VrNa NyHKUNOHHAS Syringes without needles: Syringe Injekt"(lnjekt®),
«CTepukan» (Sterican), nponssoacTea Luer Lock Sol’?: 5 ml, manufactured by "B. Braun
"B, BpayH Menb3ayHren AT\ Melzungen AG’; Germany, RU No. FSZ 2009/05984 -

Fepmanns® PY Ne & C32007/00293 1pc. o
1w - 3. needle, sterile, disposable 20G x1”, (0.90x25) mm:
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4, CTUKepbl ANA NpocnexusaHusa - 4
wr.;

5. MHCTPYKUUANO NPUMEHEHMIO - 1UIT.

MepdTopokTaH «Okta-line» 5 mn B cocTase:

2.

5.

1. MepTopokTaH «Okta-line» BO

thnakoHe 06beEMOM 5 mMn - 1 wrT.
WNPULY UHBEKLNOHHbIA, CTEPUNbHbIN,
OZlHOPa30Bblii, C pasbeMoM J11o3p
Nok:

LW npuubl 6e3 urn: Wnpuy VHXeKT
(Injekt®), Mroap JTlok Cono: 5 m,
npounssoactea "b. bpayH Menb3yHreH
AT", 'epmanng, PY Noe ¢C3
2009/05984 - 1 wr.

nrna, cTepusibHas, ogHopa3oBas
200x1", (0,90x25) Mm:

Vrnbl MeguLMHCKUeE, CTEPUNbHbIE,
ofHopa3oBble: Mrna nyHKLMOHHas
«CTepukaH» (Sterican), npon3BoaCcTBa
"B. bpayH Menb3yHreH Al'",
FepmaHus, PY Ne ®C3 2007/00293 -
1w,

CTUKEpPbI AN Npoc/exusaHus - 4
WwT.;

WHCTPYKLMA N0 NpUMeHeHu0 - 1 wT.

NMHPOPMALIA O NMPOU3BOAUTEJE
MEOVNUMNHCKOIO N3AE/TNA

OTBeTCTBeHHbI NponssoanTENb 1 paspaboTuKK:
Bayww aHA Jlom6 MHKopnopeliTeq,

Bausch & Lomb Incorporated

1400 North Goodman Street, Rochester, NY 146009,

USA

MecTo npoussogcTBa MeAUUNHCKOTO U3AeNuns:
®apmnyp I'm6X, MeccepwmnTTpuHr 33, 86343
KeHurcopyHH, NepmaHus
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Medical needles, sterile, disposable: Sterican puncture
needle, manufactured by B. Braun Melzungen AG,
Germany, RU No. FSZ2007/00293 - 2pc.
4. tracking stickers - 4 pcs.;
5. instructions for use -1 pc.

INFORMATION ON THE MANUFACTURER
OF THE MEDICAL DEVICE

Le”al Manufacturer and developer:
Bausch & Lomb Incorporated

1400 North Goodman Street
Rochester, NY 14609 USA

Address place ofmanufacture:
Pharmpur GmbH, Messerschmittring 33, D-86343

Konigsbrunn, Germany



LWLHAYEHWE

m-line n Okta-line ABNAIOTCA XUPYPruYeCKUMM
Wromorare/lbHbIMV CpeAcTBaMy U NpeHa3HaueHbl
LU BPEMEHHOr0 3aMeLleHNs CTEK/IOBUAHOIO Tena
MW Yenoseka B 0(hTasbMONOIrMUYECKOW XUpypruu
LLHEro oTpeska rnasa npu: OTC/I0MKe CeTHaTKM,
MponudepaTBHOM BUTPEOPETUHONATIMN,
|pabeTnyeckKon peTMHONaTUM, TMraHTCKUX paspbiBax
AeTyaTKu, rnasHblx TpaBmax, a Takxe s
BBBJIEYEHU S MOABBIBUXHYTbIX IMH3 N MHOPOLHbIX
[Ten u3 cTeKNOBUAHOIO Tena.

/
NMOTEHUMANTBHAA NOMNYNALUNA

/| nauvnenTOB

[ MepdhTopyrnepogHble XXUAKOCTU NpegHas3HayeHsbl
AN19 NayMeHToB, CTpajatowmx 0T OTCIONKM
ceTyaTku/MBP/T AP, pa3pbiBOB CeTUYaTKKN, TPaBM
rnasa, a Takxxe Ans U3BfevyeHMsa NOABbIBUXHYTbIX
XPYCTa/IMKOB U MHOPOAHbLIX T€N U3 CTEKNOBUAHOIO
Tena n HyXgawLmxcsa B ornepauum Ha 3afHem
cermeHTe, HesaBMcuMO OT Bo3pacTta (oT 1lroga), nona
WM 3THUYECKOIN MPUHASNEXHOCTMN.
MOTEHUWMANBbHBLIV MOJ/Ib3OBATE/b

MpefHa3HayeH AN UCNONb30BaHNUA MeLULUHCKUMU
paboTHMKaMK COOTBETCTBYHOLLEN KBAIMPUKALUN.

OBNTACTb NMPUMEHEHIWNA
OranbMoxupyprus.

N3pnenvie npuMeHseTcs B OnepaumnoHHbIX 3anax,
MeAULNHCKUX YUPeXK AeHNSIX.

MATEPWANbI, N3 KOTOPbIX
N3roToBJIEHO MEAVNUMNHCKOE N3OETNE

MepgpropaekanuH «Dk-line»
» [epdropgexkanuH: 95-100 %
* TlepdroprugpunHpaH: 0-2 %
o [MepdTopumnknorekcnnbyTaH;
0-4 %
MepgpTopokTaH «Okta-linex:

e [MepdropokTaH: (>95%)
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INTENDED USE

Dk-line and Okta-line are surgical aids in ophthalmic
posterior ~ segment  surgery  during: retinal
detachments/PVR/PDR, giant tears, ocular trauma,
and for lifting of subluxated lenses and foreign bodies
from the vitreous.

INTENDED PATIENT POPULATION AND
USERS

Perfluorocarbon Liquids are intended for patients who
suffer from retinal detachment/ PVR/ PDR, retinal
tears, ocular trauma, and for lifting of subluxated lenses
and foreign bodies from the vitreous, and need posterior
segment surgery, regardless ofage, gender, or ethnicity.

INTENDED USER

Intended to be used by suitably qualified medical
professionals.

SCOPE OF APPLICATION
Ophthalmosurgery.

The medical device is used in operating rooms, medical
institutions.

MEDICAL DEVICE MATERIALS

» 100% fluorinated perfluorocarbon containing:
isomers of perfluorodecalin (95-100%),

* Perfluorohydrindane (0-2%)

perfluorocyclohexylbutane (0-4%)

e 100% fluorinated perfluorocarbon containing:

isomers of perfluorooctane (>95%)

* nerfluoroheptane



MepcToprentaH
MepdTopHOHaHa

[CAHVME MEANUWHCKOIO U3AENUA

MeayiLmHCKOe U3LeNine ABNSAETCA XMPYPruyYecKUm
[BcriomorarenbHbIM CPeAcTBOM B O TaIbMOIOT MYECKON
XVPYpruv 3afjHero cerMeHTa rnasa.
‘NlephTopyrnepoaHbIe XXMAKOCTN NPeACcTaBNfOT co60it
Mpo3payHble XMUAKOCTH C BbICOKAM Y/eNbHbIM BECOM,
0TOpble XMMUYECKN UHEPTHbI N He MOBPEXAAIOT r/1a3,

HBEKLMMN XXNAKOCTel AeCTBYIOT KakK TaMnoHaza,

obecneymBas CNOHTaHHOE NPUKPEN/IeHNe CeTHaTKN 1
peno3nLMoHMpPOBaHNe XpycTanmka 6e3 TpaBMUpoOBaHMA
TKaHei.

XAPAKTEPNCTUKMN
Dk-line
CopepxaHue:
nepgpropaeKkanmHa 95-100%
nephTopuMKNOoreKcunbyTaHa <4%
nepgpropruapuHaaHa <2%
« [Noo30a4yHas XXUAKOCTb C BbICOKMM vnenbHbiM Becom
= 1,93 r/cm3.

* NHpekc nnenomneHms = 1.31

* KwnHemaTuyeckas BA3KOCTb = 2,1972-2,1975
MMm2/c

o [loBepxHoCTHOe HaTshkeHue (npu 35°C) = 18,55
MH/m = 0,06 mH/m

Okta-line:
CopepxaHue:
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perfluorononane

DESCRIPTION OF THE MEDICAL DEVICE

Dk-line and Okta-line are perfluorooctane and
perfluorodecalin which belong to a family of chemicals
called perfluorocarbon (PFC) liquids. These are
hydrocarbon compounds where all hydrogen atoms are
replaced by fluorine atoms. Due to the high stability of
the C-F bonds, they are chemically inert. For the
purposes of this clinical evaluation, the subject device
will be referred to as Perfluorocarbon Liquids (PFCLS)
(encompassing both Dk-line and Okta-line) unless
describing features or data specific to either the Dk-line
or Okta-line variants.

Perfluorocarbon Liquids are surgical aids in ophthalmic
posterior segment surgery during retinal detachments/
PVR (Proliferative vitreoretinopathy)/ PDR (Diabetic
Retinopathy), giant tears, ocular trauma, and for lifting of
subluxated lenses and foreign bodies from the vitreous.
They are supplied sterile to the user and are delivered with
one 5ml or 10 ml plastic syringe and one 20-gauge needle.
The PFC solution is stored in a glass vial and packed in a
Tyvek pouch with a medical-grade paper backing. A
separately packaged plastic syringe and needle are
provided for delivery of the solution. The device is to be
injected into the vitreous cavity by medically qualified
personnel as an intraoperative tool in various posterior
segment procedures. It has to be removed at the end of the
surgical procedure.

CHARACTERISTICS

Dk-line

100% fluorinated oerfluorocarbon containine isomers
of nerfluorodecalin (95-100%),
Derfluorocvclohexvlbutane < 4 %

nerfluorohvdrindane (< 2%)

« Clear fluid ofhigh specific gravity = 1.93 g/cm3
« Refractive Index =1.31

« Kinematic viscosity =2,1972-2,1975 mm2/s

e Surface tension (at 35°C) = 18.55 mN/m £ 0.06

mN/m

Okta-line

fluorinated perfluorocarbon containing

isomers of perfluorooctane 95-100 %,
perfluoroheptane < 2 % and perfluorononane < 5 %
e Clear fluid of high specific gravity = 1.77 g/cm3



)TOpoKTaHa 95-100%
(ToprenTaHa <2%
)TOpHOHaHa <5%

(Apo3payHast XXMAKOCTb C BbICOKUM Ye/bHbIM
W™= 1,77 r/cm3.
(Mokasatenb npenomneHns = 1,27
MoBepxHOCTHOE HaTskeHMe (nNpu 35°C) = 13,56
MH/m+ 0,08 MH/m
KunHemaTtunyeckasa Bsaskoctb = 0,60-0,61 mm2/c.
00% cTeneHb PTOPUPOBAHMA MPUBOAMNT K NONHOMY
otcyTcTButo cTpyKTyp CH B AK-nnHun n OKTa-
NNHUWN N TapaHTUPYeT HETOKCMYHOCTb NpogykKTta. OH
He COZlePXXUT KOHCEPBAHTOB, XMMUYECKN UHEPTEH U
He pasnaraeTcs B rnasax.

KPUBAA CNEKTPAIBHOIO KO3® ®ULIMBITA NMPOMNYCKAHUA

o -

$00 000

[OJIMHa BOMHbI (HM)

1000 1100

MOKA3AHNA K NMPUMEHEHNIO

Dk-line n Okta-line - aTo xupyprmndeckue
MeAULUVHCKNE U3Lenns AN XMPYPrun 3agHero
cerMeHTa rnasa npu otcnoeHumn cetyatkm/PVR/PDR,
FMraHTCKMX paspbiBax, TpaBMax rnasa, a Takxe A
N3BMIEYEHNS NOLBbIBUXHYTbIX XPYCTalNKOB M
WHOPOAHbIX TEN U3 CTEK/IOBUAHOIO Tena.

NMPOTNBOTMOKA3AHUA

Peakumsa cyopeTMHaNbHbIX TKaHER Ha Xuakue
npeTopyrnepoabl HemseecTHa. CnefyeT nsberatb
nonagaHuns MeauLMHCKOro n3genns B
cybpeTUHanbHOE NPOCTPaHCTRBO.

Apyrux npoTMBOMOKasaHuit HeT.

CMOCOB MPUMEHEHUA
MEAULMHCKOTrO U3LENA U J03bl

O6bembl BUTpeKTOMUKM 1 A03bl DKk-line nan Okta-line
OT/INYAKOTCA B 3aBUCUMOCTM OT TAXKECTU 3a601eBaHNS
N ONpejenstoTca XMPYprom BO Bpems onepauuu.
VHopogHble Tena W BbIBUXHYTble JIAH3bI Moche
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* Refractive Index = 1.27
e Surface tension (at 35°C) = 13,56 mN/m % 0.08
mN/m
e Kinematic viscosity = 0,60-0,61 mm?2/s.

A 100% degree of fluorination results in the complete
absence of C-H structures in Dk-line and Okta-line and

guarantees a non-toxic product. It is free of
preservatives, chemically inert, and does not
decompose in the eye.
CURVE OF SPEGRALTRANSMinANCE
000 €00 1000 1100

Wavelength (nm]
INDICATIONS

Dk-line and Okta-line are surgical aids in ophthalmic
posterior segment surgery during retinal
detachments/PVR/PDR, giant tears, ocular trauma, and
for lifting of subluxated lenses and foreign bodies from
the vitreous.

CONTRAINDICATIONS

Reaction of  sub-retinal  tissues to liquid
perfluorocarbons is not known. Care should be taken to
avoid any sub-retinal passage of the product.

METHOD OF USE OF MEDICAL DEVICE AND
DOSAGE

The extent of the vitrectomy and the

necessary dose of Dk-line or Oktaline differ in each
specific case and have to be determined
intraoperatively by the surgeon. Foreign bodies and



tOli BUTPIKTOMWUWM MOTYT BbIMbIBATbCS MpK
Jup DKk-line nnn Okta-line Ha ypoBeHb 3pauka,
fa 6e3onacHo ypganawTcsa. B KoHue onepayuu
eline nnn Okta-line cnefyeT NONHOCTbLIO YAANUTb

SEAYMPEXIEHNSA

TorbKo AN18 MCNOoMb30BaHNA B O TanbMOMOT K.
fHe cTepunnsoBatb NOBTOPHO.

levncnonb30BaTh NPU HapyLeHUN LEenoCTHOCTH
CTepUbHON YNaKOBKW.
He ncnonb3oBatb Nocse UCTeYEHUA CPOKa FOLHOCTM.
He nepenonHATbL 3afHWIA CErMEHT rnasa
Dk-line nnn Okta-line.
He ncnonb3oBaTb NOBTOPHO.
Dk-line n Okta-line He cofiep>XaT KOHCEPBAHTOB M MOT
ObITb 06CEMEHEHbI, €CNTN OHOPA30BbI (h1aKOH
ncnonb3yetcs 60nee 0OL4HOr0 pasa Un A1 HECKO/IbKUM
nauneHToB. J1loOble OCTaTKM maTepuana cnegyet
BbIOPOCUTD.

VNHMEKLMOHHBIA PUCK HE OrpaHNYNBaETCS TONbKO
natoreHamu, NepPeHOCUMbIMI KPOBbIO.
HenpaBnnbHOE NpUMEHeHNe OL4HOKPaTHOW
A,03bl/04HOPA30BOr0 (hy1lakoOHa MOXKET NPUBECTU K
OMacHbIM AN XU3HW B6aKTepuanbHbIM UHHEKLNAM,
BK/HOYAs MHEKLNW KPOBU, MEHUHTUT 1
anuaypanbHble abeuecchbl.
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subluxated lenses may be under flushed with Dk-line®
or Oktaline after partial vitrectomy and are then lifted
to the pupillary level, where they can be removed
safely. Dk-line or Okta-line have to be completely
removed by aspiration at the end of operation.

WARNINGS

Before unfolding the retina with Dk-line or Okta-line,
all traction on the retina should be loosened so that the
additional weight ofthe perfluorocarbon

may not induce iatrogenal retinal detachment or fissures
of the retina. The rubber closure is no septum. The vial
stopper must be removed before drawing up the
Dk-line and Okta-line. There are no specific clinical
results of the long-term influence of heavy
perfluorocarbons on the human retina. Therefore, Dk-
line or Okta-line should be completely removed by
aspiration at the end of the operation

as necrotizing ofthe retinal vessels or any other damage
ofthe retina by the high specific gravity in combination
with the low viscosity ofthe perfluorocarbon cannot
be excluded. Silicone oil or gas can be used if
subsequently a steady tamponade of the retina is
necessary. If remnants of Dk-line or Okta-line, in the
form of mobile drops, remain in front of the retina, they
may influence the refraction and thus change the visual
acuity temporarily. Dk-line or Okta-line should

not be injected directly into the vortex vein. In addition,
inadvertent leakage of intraocular Dk-line or Okta-line
into the vortex vein should be avoided. Special
precautions are indicated when DKk-line or Okta-line
may enter the vascular circulation (e.g. during
endoresection ofintraocular tumors and ocular trauma).



>SBINMPEJOCTOPOXHOCTU MPU
FOJIb3OBAHUNU

Dk-line n/unn Okta-line: TonbKo Ans rnasHoro
rMEHEHNS;

®&noasepratb NOBTOPHON CTepunmsayuu;,

FEVCMO/b30BaTh NPV HaPYLIEHUU CTEPUNBHOTO
[6apbepa; NpoBepbTE CPOK FOAHOCTH;

-He MepenosiHANTe 3a4HWIA cermeHT npenapatom Dk-
line unn OKTaNNHOM;

B ICNOoNb3ylHTe NOBTOPHO; DK-line n OKTanuH He
cofepXaT KOHCepBaHTOB U MOTYT 3arpsA3HUTLCS,
ecnu nakoH ¢ OAHOKPATHOM 10301 NCMNOMb3yeTcs
6osiee O4HOrO pasa UM HECKONIbKUM MauueHTam;

-M®YXX Dk-line nnn Okta-line He cnefyeT BBOAUTH
HernocpeLCTBEHHO B BOPTUKO3HbIE BeHbl. Kpome Toro,
cnegyetr wusberaTb HenpefHaMepeHHOW MNpPOTeYKU
BHyTpurnasHoin MoYXX Dk-line nan Okta-line B
BOPTUKO3HbIE BEHbI.

-nt06as ocTaBLIasCcA XUAKOCTb AOMKHA ObiTb
yTUAN3NpOBaHa. PUCK 3apaXKeHns He
OrpaH14Y1BaeTCs TONbKO NaToreHamu,
nepeaatoLLUMnCs Yepes KPoBb.

-HenpaBnnbHOe MCMNO/b30BaHME O4HOPA30BbIX

(P1IAKOHOB MOXET NPMUBECTN K ONACHbIM A/ XXU3HW
6aKTepuanbHbIM UHGEKLMAM, BKIKOYAA MHPeKLUN
KPOBOTOKA, MEHUHTUT 1 3anuAypanbHble abcLecchl.

BO3MOXXHbIE MOBOYHbIE AENCTBUSA
(HEXXENATEJIbHbIE PEAKLIIN)

He nckno4yeHo, 4To Npu ANUTENBHOM UCNONb30BaHUN
B CM/1y BbICOKOW MMIOTHOCTU W HU3KOM BA3KOCTU Dk-
line nan Okta-line MoXeT BbI3BaTb MepPeCcTPONKY
ceTyarTku. O  noboyHbIX  ABMEHUAX  W/MAn
OCNOXHEHMAX, yXyAwWawwmnx QYHKLMM  3peHus,
BO3HMKLWINX B pe3ynbTate wucnonb3oBaHua DKk-line
nnn Okta-line, cnegyeT co06WMTL NpPeaCcTaBUTENIO
Bausch & Lomb, ecnu BO3HUKHOBEHME MOBOYHBIX
ABNEHNA NOLOOHON NPUPOABI, TSXKECTU U YaCTOTbl He
0XMNAanoch.
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PRECAUTIONS OF USE

-for DK-line and/or Okta-line: For ocular use only; do
not resterilize;

-do not use if sterile barrier is breached; verify the
expiry date;

-do not overfill the posterior segment with DK-line or
Oktaline;

-do not re-use; Dk-line and Okta-line are free from
preservatives and can become contaminated if the
single-dose vial is used more than once or for multiple
patients;

-Dk-line or Okta-line should not be injected directly
into the vorticose veins. In addition, unintentional
leakage ofthe Dk-line or Okta-line intraocular fluid into
the vorticose veins should be avoided.

-any leftover fluid must be disposed. Infection risk is
notjust limited to bloodborne pathogens.

-Improper use of single-dose/single-use vials can result

in life-threa tening bacterial infections including
bloodstream infections, meningitis, and epidural
abscesses.

ADVERSE REACTIONS

Ocular irritation, ocular inflammation, ocular

infection, damage to ocular structure, iatrogenic retinal
detachment or break or hole, lack of retinal
reattachment, visual disturbances, loss of visual acuity,
and

loss of vision. It cannot be excluded that, due to their
high specific gravity and low viscosity, Dk-line or
Okta-line may generate alterations of the retina if
present

over a long period, such as necrotizing of the retinal
vessels and other damage of the retina. Rare cases of air
embolisms potentially related to the perfluorocarbon
liquid ingress have been reported. Adverse reactions
and/or potentially sight-threatening complications that
may be reasonably regarded as Dk-line or Okta-line
related and that were not previously expected in nature,
severity or degree of incidence should be reported to a
Bausch + Lomb representative.



O CTEPUNN3ALNN
mire 1 Okta-line nocTtaBnalTCA NOTPeOGUTENO B
WBHOM Buge. OHU CTAHOBATCH CTEPUNbHBLIMU C
[owpto CTepUnbHoOM hunbTpaLum n
NefyoLWero CTepUIbHOINO PO3/MBa B KOHEYHble
sHTeHepbl. CTEPUNIbHOCTL BHELUHEW MOBEPXHOCTU
PBUYHOIO KOHTeHepa ob6ecneynBaeTcs NapoBoi
ctepunmnsaymein (12PC B TeyeHume 20 MUHYT)
NepByYHOTO KOHTelHepa, MOMeLLEHHOr0 B
epUIbHY0 YMaKoBKY.
Dk-line n Okta-line npefHasHayeHbl TOMbLKO ANA
OLHOKpPaTHOro MCMoNb30BaHWA W He noAanexar
NOBTOPHOI CTepuamn3aLmm.
OTyeT 0 BauMpauuu npoueaypbl cTepTwusaunu
npeacTasneH B [Npuno>keHnm 4.
Wnpuy 5 mn n 10 mn npoussoactea "b. bpayH
Menb3yHreH Al'", TepmaHuna, PY Ne &®C3
2009/05984) w wrna npomussoacTea “B. bpayH
Menb3yHreH AT, NepmaHnsa, PY Ne ®@C3 2007/00293
CTEPUNNZYIOTCA METOLOM DTU/IEHOKCUL,.

BO3MOXXHOCTb U METO/AbI
MHTEIMPALUUWM C APYT MW
MEOVNUVNHCKUMWN N3OAENTNAMU

N3genne npefHasHauyeHO [A1S WCMNOMb30BaHUA Npu
XUPYPruyM KaTapakTbl, BO BPeMsi KOTOPOW TaKxke
MoryT CNONb30BaThCSA CUCTEMbI
MUKPOXMUPYPrUYeckne, UHTPAOKYNSAPHbIE  JINH3bI,
WHCTPYMEHT [AN8 BBEAEHMS NINH3bl U HECBSA3aHHbIE
(hapMaLleBTMYECKME BeLL,eCTBa.

KOMIMMEKT NMOCTABKU

B kaxpgol noTpebuTenbCKOM yrnakoBKe COAEPXKUTCS
OAVH WNpUy B WHAWBUAYANbHOW  CTEPUSIBHON
ynakoBKe, OfiHa Urna B UHAWBUAYaNbHON CTePUNbHON
ynakoBKe, 04UH (DNaKOH C MELULMHCKUM U3LeNnem B

WHOMBUAYANbHOW CTEPUIbHON ynakoBke WM 4 wWT.
CTUKepOB A8 NPOCNeXUBaHNS.
WHCTpPYKUMA N0 NPUMEHEHWUIO  COMPOBOXAaeT

NnoTPe6UTENLCKYH YNaKOBKY.

CMMBO/bI

OnwucaHue cumBosioB / Symbols Description
Cwumson / Symbol

STERILIZATION METHOD

Dk-line and Okta-line are delivered to the consumer in
a sterile form. They become sterile by means of sterile
filtration and subsequent sterile filling into final
containers. The sterility of the outer surface of the
primary container is ensured by steam sterilization
(121“C for 20 minutes) of the primary container placed
in a sterile package. Dk-line and Okta-line are intended
for single use only and are not subject to repeated
sterilization.

The report on the validation of the sterilization
procedure ispresented in Annex 4.

Syringe 5 ml and 10 ml produced by "B, Braun
Melzungen AG", Germany, RU No. FSZ 2009/05984)
and needle produced by "B. Braun Melzungen AG",
Germany, RU No. FSZ 2007/00293 are sterilized by the
Ethylene Oxide method.

THE POSSIBILITY AND WAYS OF
INTEGRATING WITH OTHER MEDICAL
DEVICES

The device is intended to be used in cataract surgeries,
which may also involve the use of microsurgical
systems, an intraocular lens, a lens inserter, and
unrelated pharmaceutical agents.

THE SCOPE OF DELIV ERY

Each consumer package contains one syringe in an
individually sterile package, one needle in an
individually sterile package, one bottle with a medical
device in an individually sterile package and 4 pcs.
stickers for tracing. Instructions for use accompany the
secondary package.

SYMBOLS

OnucaHune / Description

CtepunbHasg ynakoska wnpuua / Syringe Pouch
CTepunnsoBaHo C UCNoNb3oBaHWEM aTuneHokcupa / Sterilized using ethylene

STERILE EO .
oxide
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Homep cepumn / Batch code
LOT
n-'1

Wcnone3oBatb fo / Use-by date

Homep CE / CE number

/C € #HitH

l I /\ [ata nsrotosneHus / Date of manufacture
Homep no katanory / Catalogue number
REF
r 3enéHas Touyka (YNakoBOUYHbI MaTepuan NoA/eXxuT BTOPUUYHOW nepepaboTke B

pamkax «[yanbHoit cuctembl» (DSD)) / Green dot (packaging material is
recyclable under the Dual System (DSD))
He ncnonb3oBatb nosTopHO / DO not re-use

He ucnonb3yiite, ecim ynakoBka MoBpexXAeHa, U 06paTuTech K MHCTPYKLUM NO
(§) npumeHeHunto / Do not use if package is damaged and consult instructions for use

He cogepxut 43Ir®

He cofepXuT HaTypanbHbIii Kay4yKOBbIii NaTeKc

He cogepxut MNBX

ANVporeHHo
PCT
1 CTukep ansa npocnexusaHus / Chart Label
LOT Howmep cepuun / Batch code

Mcnonb3oBaTh Ao / Use-by date

1 1 CTtepunbHas ynakoska urnbl / Needle Pouch
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TERILE EO

LOT

CEHHE

STERILE

1S
&
@
®
@
.

C € #iH

CTtepunn3oBaHo C ucnosnb3oBaHueM atuneHokcupa / Sterilized using ethylene
oxide
Howmep cepun / Batch code*

Mcnonb3oBatb g0 / Use-by date

Homep CE / CE number

3enéHas Touka (YynakoBOYHbIM MaTepuan NOLNEXUT BTOPUYHON nepepaboTke B
pamkax «OyanbHoW cuctembl.» (DSD)) / Green dot (packaging material is
recyclable under the Dual System (DSD))

He ncnonb3osatb nosTopHo / Do not re-use

®dnakoH/Bottle
CTepunusauus ¢ NpYMMeHeHMeM METOA0B acenTUYECKOn 06paboTKu

O3HaKOMbTECb C UHCTPYKLMEA N0 MPUMEHEHUIO UMW 3NEKTPOHHON UHCTPYKLMET
no npumeHeHnto / Consult instructions for use or consult electronic instructions
for use

He ctepunusoBath noBTopHO / Do not resterilize

He ncnonb3oBaTb NOBTOPHO / Do not re-use

He ucnonb3yinTe, ecnn ynakoBKa NoOBpeXAeHa, 1 06paTuTecb K UHCTPYKUUW NO
npumeHeHuto / Do not use if package is damaged and consult instructions for use

3enéHan Touka (YnakoBOYHbIVA MaTepunan MNOANEXUT BTOPUYHON nepepaboTKe B
pamkax «OyanbHoli cuctembl» (DSD)) / Green dot (packaging material is
recyclable under the Dual System (DSD))

Mpownssogutens / Manufacturer

YNONHOMOYEHHbIN NpefcTaBuTeNb B EBponeinckom coobuiectse / EBponenckom
cotose / Authorized representative in the European Community/European Union
BepxHsas rpaHuua TeMnepaTypHOro gnanasoHa

Homep CE / CE number

MoTpebuTtenbckaa ynakoska / Customer packaging
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CTepunusaumns ¢ npPUMeHEHNEM MEeTO/I0B acenTUUYECKONn 06paboTKu

STERILE

CTepunnsaL s Napom UM Cyxium Tenaom
|sterile] |

O3HaKOMbTECh C MHCTPYKLMEV NO NPUMEHEHWIO UW 3/IEKTPOHHOW NUHCTPYKL e
no npumeHeHuto / Consult instructions for use or consult electronic instructions
for use

He cTepununsosaTb NoBTOPHO / Do not resterilize

HES
® He ncnonb3oBaTh NOBTOPHO / Do not re-use

He ncnonb3yiTe, ecn ynakoBka NoBpexzeHa, n 06patuTecb K UHCTPYKLUUW NO
npumeHeHuto / Do not use if package is damaged and consult instructions for use

3enéHas Touka (YNakoBOYHbI MaTepuan NOANEXUT BTOPUYHOW nepepaboTke B
pamkax «[yanbHoil cuctembl» (DSD)) / Green dot (packaging material is
recyclable under the Dual System (DSD))

tJ Mpoussoautens / Manufacturer

BepxHaAs rpaHuua TemnepaTypHOro agnanasoHa

LOT Howmep cepuu / Batch code

Mcnonb3osatb go / Use-by date

EC REP YNONHOMOYEHHbIV nNpeacTaBuTesb B EBponelickom coobuiectse / EBponelickom
cotose / Authorized representative in the European Community/European Union

% Homep CE / CE number

YCNOBUA SKCNNAYATALNU, XPAHEHUA 1 TERMS OF USE, STORAGE AND

TPAHCIIOPTUPOBAHWNA TRANSPORTATION
YcnoBus skcnayatauum: Terms of use:
Ycnosus akcnnyartauun Operating conditions
TemnepaTypa, °C OT 00 +25 Temperature, °C From 0 to +25
YCNoBuUsl XpaHeHus: Storage conditions:

XpaHuTb npu Temnepatype oT 0 go +25°C, we Store0-+25°C, donotreuse, do notresterilize, read usage

MCMoNb3yiiTe NOBTOPHO, HE MO/ABEpPraiTe NOBTOPHOIA Instructions, do not use ifbox is damaged apply.

cCTepuAu3aumMmn,  NpoumTaiiTe  WMHCTPYKUMM MO
MPUMEHEHNIO, HE WCMNONb3yiTe, ecnn  Kopobka
NOBpeXJeHa.
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YCrnoBusa TpaHCMOPTUPOBaHUSA:

Temnepatypa, °C 0-25+ 25
OTHocuTeNbHaA 60+ 5%
BNaXKHOCTb, %
(RKrogHocTun

ACpok rogHocTn Dk-line n Okta-line 47 wmecsueB ¢
maTbl CTEpUN3aLMUN.
1Cpok rogHocTu wnpuua 5 ma n 10 mn (npon3BoacTBa
1"6. BpayH Menb3yHreH Al", NepmaHus, PY Ne ®C3
2009/05984) 5 ner.
CpoK TrogHOCTU WrNbl
Menb3yHreH AP,
2007/00293) 5 ner.

(npounssoactea "b. bBpayH
lepmaHus, PY Ne &®C3

NE3SVUHDEKL WS

HenpumeHumo. W3genue cTepunbHO. [MOBTOPHOM
AesvHdekyuu/cTepunnsanmy He NOANEXNT.
MOBTOPHOE NCIMOJIbSOBAHWE

MEAVNLWHCKOIO U3AENNSA

Ecnn  aTOT nNpOAYKT nNoABepraeTcs MOBTOPHOW
06paboTke W/MNM  NOBTOPHOMY  WUCMONb30BaHWUIO,
KoMnaHusa Bausch + Lomb He MOXeT rapaHTUpoBaTb
(PYHKUMOHANbHOCTb, CTPYKTYpPY MaTepuasna, a Takxe
YUCTOTY WIN CTEPUIbHOCTb NpPOAyKTa. [MoBTOpHOe
MCMNO/Ib30BaHME MOXET MPMBECTU K 3abofieBaHuIo,
3apaXeHW  wW/vuanm  TpaBMe  nauueHTa WK
nonb30BaTeNs, a B KpanHUX cnyyvasx - K CMepTu. 9T0T
NPOAYKT  MMeeT  MapKUMpOBKY  «0AHOPa30BOro
MCMNOMb30BaHUS»,  4YTO  03Ha4yaeT  YCTPOWCTBO,
npegHa3HayeHHOe 419 04HOKPATHOMO UCMO/b30BaHNA
TONIbKO OHWUM MaLWeHTOM.

YTUNN3AUNA

YTnnnsnpyite/sbl6pocbTe HEWUCNONb30BAHHOE UK
KOHTaMWHMpPOBaHHOE u3aenne/ob6opypoBaHne u/mnm

ynakoBKy, cnegys MpPUMEHWMbIM  MpoLeaypam
6e30MmacHoOi  yTunmsauuu B COOTBETCTBUM  C
MPUMEHUMbIMU 3aKOHaMm " npaBunamm,

KacatoLWwnummncs yTunmnsauum 61Monornyeckn onacHbix
mMaTepmanoB. KaHno 1 wnpuy cneayeT nomewats B
KOHTeHep ANs OCTPOro MHCTPyMeHTapus. Hu ogHa
yacTb M3aeNnus He npefgHasHa4yeHa AN MOBTOPHOrO
MCNONb30BaHNS.

Ana Poccuiickoii Pefepaymn yTunmsauunsa wsgenms
ocywectensetca B cootBeTcTBMM ¢ CanluH
2.1.3684-21:
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Transportation conditions:

0to 25
60+5 %

Temperature, “C
Relative humidity, %

SHELF LIFE

The shelf life of Dk-line and Okta-line is 47 months
from the date of sterilization.

The shelf life of the syringe 5 ml and 10 ml (produced
by "B. Braun Melzungen AG", Germany, RU No. FSZ
2009/05984) is 5 years.

The shelf life of the needle (produced by "B. Braun
Melzungen AG", Germany, RU No, FSZ 2007/00293)
is 5 years.

DISINFECTION

Not applicable. The product is sterile. It cannot be re-
disinfected / sterilized.
MEDICAL DEVICE RE-USE STATEMENT

If this product is reprocessed and/or re-used, Bausch +
Lomb cannot guarantee the functionality, material
structure, or cleanliness or sterility of the product. Re-
use could lead to illness, infection and/or

injury to the patient or user and, in extreme incidents,
death. This product is labeled as 'single-use' which is
defined as a device intended to be used once only for a
single patient.

DISPOSAL
Dispose/discard of the unused or contaminated
device/equipment and/or packaging by following

applicable safe disposal procedures in accordance with
applicable laws and regulations regarding the disposal
of biohazardous materials. The cannula and syringe
should be deposited in a Sharps container. No part of
the device is intended to be reused.

For the Russian Federation, disposal of the device is
carried out in accordance with SanPiN 2.1.3684-21:

- packaging parts and/or the unused device belong to
class A medical waste (epidemiologically safe waste,
similar in composition to MSW);



4acTV YNakoBKW W/MNN HENCNOIb30BAHHOE U3fenne
THOCATCA K MeguuMHCKMM  oTXogam Kniacca A
aNNAEeMMONIOTUYECKM  6Ge30MacHble  OTXOAbl, MO
tocTaBy NpuomxKeHHble K TEO);

MCMONb30BaHHOE  UM3Jenne  OTHOCUTCA K
MeAMUMHCKMM  oTXogam  Knacca B (oTxogbl,
MH(ULMPOBaHHbIE 7 noTeHLUMnanbHo
MH(MLMPOBaHHbIE MWUKpoOOpraHusamamun 3-4 rpynn
naToreHHoCTH (anngemunonornyeckm onacHble
0TXO0Abl)).

o FapaHTI/IVIHbIe ob6A3aTenbcTBA
Mpoun3BoanTenb rapaHTupyer COOTBETCTBUE
XapaKTepucTumk n3genuns 3afB/IEHHbIM B

3KCNNyaTaLUMOHHOW [OKYMeHTauuu npu ycrioBum
NPUMEHEHUA B COOTBETCTBMM C WHCTPYKLUMEN Mo
NPYMEHEHNI0, NPeayCMOTPEHHOW NPON3BOAUTENEM.
FapaHTUAHBLIA  CPOK  XpaHeHus  MeAWLMUHCKOro
n3genna coctaenseT 47 MecsAueB Npu Co6M04EHUN
YCNOBUIN XpaHeHUs.

PEKTAMALUWA

B cnyyae BO3HWKHOBEHWMS BOMPOCOB, CBA3aHHbLIX C
KayecTBOM MeAMLMHCKOro u3genuns, Heob6Xxoammo
obpaTuTbhCS no cnegyrowemy agpecy K
YNONHOMOYEHHOMY Mpeacrasutento
MpounssoamnTens B Poccuiickoin ®eaepaunn:

000 «bayw Xenc», Poccua, 115093, r. Mocksa, BH.
Tep. . MyHMUMNaNbHbIA OKpPYr [aHWMIOBCKWIA, Y.
lMaBnosckas, g. 7, ctp. 1, nomewy. 1H

Ten./pakc: + 7 495 510 2879

Email: Russia.Claims@,bausch.com
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- the used device belongs to class B medical waste
(waste infected and potentially infected with
microorganisms of pathogenicity groups 3-4
(epidemiologically hazardous waste)).

WARRANTY

The manufacturer guarantees compliance with the
product characteristics stated in the operational
documentation, provided that it is used in accordance
with the instructions for wuse provided by the
manufacturer. The guaranteed shelf life of a medical
device is 47 months, subject to storage conditions.

RECLAMATION

In case of any questions related to the quality of the
medical device, please contact the Authorized
Representative of the Manufacturer in the Russian
Federation at the following address:

«Bausch Health» LLC, Pavlovskaya St, 7, bldg. 1,
premises IN, int. ter. Danilovsky Municipal District,
Moscow, 115093, Russia

tel./fax: + 7 495 510 2879

Email: Russia.Claims@ bausch.com
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Poccuitckas ®efepaumns
Mopog Mockea
TpeTbero gekabps gBe TbicAYM ABajLaTb YeTBEPTOro roga

A, AnexuH EBreHuin Bnagumumposuy, HoTapuyc ropofa MOCKBbI, CBUAETENbCTBYIO
NOANMHHOCTL MoANUCK NepeBofymKa NCKyCHbIX AMUTpua AnekcaHLpoBuya.

Moanuck chenaHa B MOEM MPUCYTCTBUN.

JTnyHOCTL NOANMCABLLEro JOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne 57/171-H/77-2024-15-1974.

YnnayeHo 3a coBeplLlIeHMe HOoTapuanbHOro genctema: 400 py6. 00 kon.

E.B.AnexuH

Bcero npoLuHypoBaHo,
NPOHYMEpPOB™0 U CKpen/ieHo
neyarbo nuct{-a,-0B)
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