orimn

Beglaubigte Abschrift
Product no 211

Carton: C211EU-02 Label: L211 EU-02

Sample Carton: SC211EU-02

GLOBAL ENGLISH MASTER TEXT
***Artelac ® Night***

Product number: 211

Format: single-dose units

Regulatory Status: Medical Device class lla

Notified Body: CE 0483 (MDC) indicated on valid DoC)

Legal Manufacturer: as Indicated on valid DoC
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Product#211
Leaflet; 1211EU-02 Carton: C211EU-02 Label: L211EU-02
20/08/2020
IFU Master Text

Please read these Instructions for use carefully - they contain important
information on how to use this product, if you have any questions, please ask your
pharmacist, your doctor or contact us.

(logotype) insert LOGO Ifapplicable

(logotype) *** Artelac ® Night EDO’

0.24% hyaluronic acid (as sodium hyaluronate), carbomer, glycerol and a lipid
component (medium chain triglycerides). Does not contain a medicinal product in
its composition

Intended use: medical devices for moisturizing the surface of the eyes with a
feeling ofdryness in the eyes

Whatis *** Artelac ® Night EDO ***?

*** Artelac ® Night EDO *** is an opaque ophthalmic solution that contains 0.24%
hyaluronic add (as sodium hyaluronate), carbomer, glycerol and a lipid component
(medium chain triglycerides).

The advanced formulation possesses a very high tolerability as it Is free of
preservatives and free of buffers.

W hatis the application of ***Artelac ® NightEDO

*** Artelac ® Night EDO *** is an eye lubricantthat supports all three layers of the
tearfilm to improve the moistening of the ocular surface in the presence ofdry eye
sensation.

When you should use *** Artelac ® Night EDO ***?

*** Arteiac ® Night EDO *** is inspired by the design of a natural tear film. It
contains the natural mcisturizer hyaluronic acid (as so<“um hyaluronate), which is
fourxj in the structures of a healthy human eye and thd*natural tear film and two
additional moisturizers: Glycerol and Carbomer. Containing an additional lipid-
component (medium chain triglycerides) *** Artelac ® NightEDO *** s supporting
all three layers ofthe tearfilm: lipid, agueous and mucin phase.
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Product#211

Leaflet: 1211EU-02 Carton: C211EU-02 Label: L211EU-02

20/08/2020

*** Artelac ® Night EDO *** is designed to remain on the surface of the eye

U_HJ providing moisturization for immediate, long-lasting symptom relief. It is an ideal

product for everybody suffering from a range of symptoms of dry eyes such as
tired, stressed, gritty, burning and/ortearing eyes. Dry eyes are caused by

- external factors, like extensive computer use, air conditioning, heating,
cigarettes smoke, as well as windy outdoorenvironments as well as wearing
contact lenses.

- Other factors, like certain drugs (such as the contraceptive pill,
antihistamines, betablockers, antispasmodics and diuretics) or certain
diseases that play a role in the development of ocular dryness.

How often and how long should you use *** Artelac ® Night EDO ***7

Instill one drop of *** Artelac ® Night EDO *** into the eye as the need arises. You
can use it every day and as often as you want. There is no limit of duration of use.
Discard the single dose unit after use.

How to use *** Artelac ® Night EDO ***?
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Product#211
Leaflet: 1211EU-02 Carton: C211EU-02 Label; L211EU-02
20/08/2020
3. Lean your head back slightly and
gently pull your lower eyelid down
with a finger of your free hand. Hold
the single-dose unit as vertically as
possible above your eye with the
nozzle pointing downwards. Make
sure that the single-dose unit does
s.. not touch your eye to prevent any
possible injury or damage. Then
gently squeeze the single-dose unit
to apply one drop.

Close your eye aftenvards and slowly roll it
in order to optimally spread the drop on the
\ N surface of your eye.

When you should not use *** Artelac §Night EDO ***?
Do not use this product if you are hypersensitive to any ofthe ingredients.

Important information about uslim *** Artelac ® NightEDO »
Local hypersensitivity reactions have been very rarely reported. Treatment
should discontinue in such cases.

This product may cause temporary blurred vision after instillation which can
have negative impact on driving vehicles or operating machines.

Do not touch the eye surface with the tip of the single dose to prevent any
possible Injury.

Remove contact lenses before usage.

W ait approximately 15 minutes before using another eye product or before
replacing contact lenses.

Do not refuse.
Do notuse after the use-by date.

Do not use if the package or single-dose unit Is damaged.

How to store ***Artelac ® Night EDO ***?
Store at atemperature of +1 - +25®C.

Keep away from sunlight.
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Product# 211
Leaflet; 211EU-02 Carton: C211EU-02 Label: L211EU-02
20/08/2020

Presentation:
*** Artelac ® Night EDO *** is available in packs containing 2,10, 30, 60 single
dose units with 0.5 ml eye drops.

This product is also available in preservative-free multi-dose bottles.
Artelac ® Night EDO ophthalmic solution has the following temperature conditions and
allowable durations.

Temperature conditions Relative humidity Additional requirements

1°Cto30°C Not more than 80% must be protected from heat and rain
(moisture)
Symbol Title

Sterilized using aseptic processing

techniques
MTnmis |4 |
Temperature limit
Iy - +25“C
+1°C1 1
Do not use if package or single dose
unit is damaged
Consult instructions for use
m
Use-by date
V.
2 (YYYyY'wm
Batch code
1 N
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Product#211
Leaflet: 1211EU-02 Carton: C211EU-02 Label: L211EU-02
20/08/2020

Do not re-use

®
Keep away from sunlight
Manufacturer
d
Recycling

Artelac (9 Night EDO ophthalmic solution is not toxic, do not create an excessive load on a
person or the environment during its operation, storage or transportation. To prevent
damage to the natural environment, It Is necessary to comply with safety requirements,
storage, transportation and operation conditions. Artelac ® Night EDO ophthalmic solution
is sent for disposal in accordance \Adth hygiene requirements of SanPin 2.1.7.2790-10
"Sanitary and epidemiological requirements for medical waste management”, adopted in

the Russian Federation.

Artelac (> Night EDO ophthalmic solution that is subject to disposal In connection with the
expiration ofthe expiration date, as well as in the eventofa breach ofthe package integrity,
is classified as hazard class A. Medical devices, after using forthe intended purposes, are
classified as hazard class B. After the hardware decontamination methods using physical
methods and changing the physical appearance of the waste product, which excludes the
possibility of their reuse, waste of Class B can be accumulated, temporarily stored,
transported, destroyed and disposed of together with Class A. Packaging of
decontamination medical waste of Class B must be marked with evidence of medical

wastes decontamination. Disposal must be carried out by accredited organizations.
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Product#211

Leaflet: 1211EU-02 Carton: C211EU-02 Label: L211EU-02
20/08/2020

More Information www.bausch.nj

Authorfza”on representative in HU: Bausch Health LLC, Shabolovka St. 31, Bid. 5,
Moscow, 115162, Russia

Manufacturer Dr. Gerhard Mann Chem.-pharm. Fabrik GmbH, Germany
Address: Brunsbuetteter Damm 165/173,13581, Germany

Insert revision number and date of IFU in the format: Product name, revision
number of master text; national revision date

® / TMare trademarks of Bausch & Lomb Incorporated or its affiliates.
© Bausch & Lomb incorporated

SKU number/ material number

Sandra Lehmann 94JGN Zﬁ.

Dr. Gerhard Mann

chem.-pharrn. Fabrik GmbH

BrunsbOttaler Oamm 165/173
13581 Berfio
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3aBepeHHasa Konus

Ne 211 rnasHble kanan ApTtenak® Ho4yHol
lypraHT cnosiHeHns: Aptenak® HouHow 0,5 mn Ne 2,10, 30, 60 Bepcua: L211EU-02
20/08/2020

NHCTPYKUMSI MO MPUMEHEHUIO AN perncTpaunm B Poccuiickoii degepauunm

OCHOBHOWTEKCT
*xx ApTenak® HOUHO N ***

Howmep nsgenusa: 211
dopmaT: 04HOL030Bble eANHULbI

CraTyc perucrpayumn: MefMUUHCKOe n3fenve knacca Ma
YnonHomoueHHsbI opraH: CE 0483 (MDC) (ykasaHo B aeiicTBYyoLLel leknapaumy cooTBe TCTBUSA)

3aKOHHbI MPOM3BOANTENb: YKA3aHO B AeCTBYHOLLEel [leknapalmmn COOTBETCTBMS
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Ne 211 rnasHble Kanan Aptenak® HouHoil
IHT ucnonHeHns: Aptenak® HouHoii 0,5 mn Ne 2,10, 30, 60 Bepcusa: L211EU-02

[AKCTPYKUMSt N0 NPUMEHEHUIO AN perncrtpaunm B Poccuiickoii ®egepaynm 20/08/2020

TWUNOBOMN TEKCT MHCTPYKLMUMN MO NPUMEHEHWUIO

MoxanyiicTa, BHUMATEIbHO NPOYMTalATE faHHbIE MHCTPYKLMM NO NPUMEHEHWIO - OHU cofepxat
BaXKHYH MH(OPMaLMI0 0 TOM, KaK MCNOb30BaThb flaHHbI/ NPOAYKT. ECnuy Bac ecTb Kakue-nn6o
BOMPOCHI, 06paTUTECL K CBOEMY (hapMaLeBTYy, BalleMy Bpauy UKW CBSXKUTECH C HAMMK.

ApTenak ® HoUuHOI Y HO

CocrTas:

0,24% rnanypoHOBOI KUCNOThl (B (hopMe rnanypoHaTa HaTpus), kapbomepa, rnvuepuHa u
NUNUAHOTO0 KOMMOHEHTa (TPUTNLEepUbl CpeHeLenoyeyHble).

HasHaueHue: CpefCTBO AN YBNAXHEHWS INa3, KOTOPOE MoAAep>KMBAeT BCE TPW CI0S CIE3HOM

NNEHKN C UeNnbo ynyyweHna yBnaXXHEHHOCTU NMNOBEPXHOCTW rna3 Npu owyweHnn Cyxoctn B
rnasax.

Uto Takoe ApTenak® HouHOI YHO?

ApTenak® Ho4yHOW YHO npeacTaBnseT cob0il HeMpO3payHbIili 0hTaNbMONOrMYECKINTIA pacTBOp,
cogepxauime 0,24% rnanypoHoOBOI KUCNOTHI (B (hopMe HaTpuUsA rmanypoHara), kapbomep,
rMULEPUH, NUNULHBIA KOMNOHEHT (TPUTNNLEPULbI CPefHELENoYeYHble), HaTPUA TMAPOKCUA 1
BOAY AN18 UHDBEKLUIA.

MepenoBas opMyna 0671a4aeT 04YeHb XOPOLLEH NepeHOCHMOCTbIO, MOCKONbKY He COAEepXNT
KOHCEpBaHTOB 1 GydepoB. MeANLMHCKOe N3aeNne He COAEPXKUT B CBOEM COCTaBe
NIeKapCTBEHHOE CPeACTRO.

Kak npumeHATb ApTenak® HoOUYHOW YHO?

ApTenak® HO4YHOI Y HO 3TO CPeACcTBO AN KOMMIEKCHOMO YBaXXHEHNS, KOTOpOe
NnoAAepXXMBaeT BCe TPY C/I0N CNIE3HOWN NNEHKW: NUMNUAHYIO, BOAHYIO U CIU3UCTYIO (hasy C LenbHo
YNyudLWeHa 1 NoALePXaHNS YBNAXXHEHHOCTMW F1a3HOW NOBEPXHOCTU MPMW N0 6LIX CUMMATOMAX
CYXOCTU U gMCKOMQopTa B rnasax.

TpoiHON MexaHn3M feicTBua Aptenak® HouyHON YHO

JIMNuaHbIA KOMNOHEHT - CPeAHEL,ENoYeYHbIe TPUTNLLEPU LI, 06NafaeT 3alUTHLIM 3P(EKTOM,
yMeHbLLIas UcnapeHue NMNUAHOTO COos B CNE3HON NNeHKe.

HaTtypanbHblil yBNaXXHUTENb - TMafypoHoBas KucnoTta (B hopme rmanypoHaTta HaTpus), Kotopas
06HapyXunBaeTca B CTPYKTypax rnasa 340poBoro 4enoBeKa U B HaTypanbHO CNe3HON NaeHKe B
COBOKYMHOCTY C FMLEPMHOM (FIMLEPONIOM) NPUTATUBAKOT BNary, NoLAepXunBas 1
BOCCTaHaB/MBas BOAHbIN C/ON B CNE3HOI MNIIEHKE.

2
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Ns 211 rnasHble kanan Aptenak® HouyHol
IHT ucnosiHeHusi; Aptenak® HouHoli 0,5 mn N8 2,10, 30, 60 Bepcusa: L211EU-02

leTpyKuma No NnpuMeHeHUto ANA perncTpaunm B Poccuiickoii degepauunm 20/08/2020

KoMnoHeHT kap6oMep 3a CUYET CBOEW BA3KOW CTPYKTYpPbl CBA3bIBAET MONEKY /bl BOAbI,
BOCCTaHaB/NMBaeT MYLMHOBLINA cnoli. Kapbomep Takxke 06n1agaeT 4ANTENbHbIM YBAAXKHAOLLUM
feiicTBrUEM

Korpa pekoMeHayeTcsa ncnonb3oBaTb ApTenak® Ho4HoM YHO/ noTeHuManbHble
notpebutenn?

ApTenak® HouHol YHO — 3T0 CpefCcTBO A/15 06eCrneyeHms U COXpaHeH)s 310pOBOr0 COCTOSHUS
MOBEPXHOCTM INasa, pacnpefensscb Ha NOBEPXHOCTW 1 06ecrneynBas UHTEHCUBHOE YBNaXKHeHUe
ANS HEMEAIEHHOTO U ANIMTENbHOT0 06M1eryeHns CUMNTOMOB.

3T0 nfeanbHbIl NPOAYKT ANs N06Oro notpebutens, cTpafaroliero OT CrnekTpa CMMMNTOMOB
CYXOCTM rnas, TakMX Kak ycTanocCTb, pa3fparKeHue, X KeHne n/unm cne3oTo4nBoCTb.

MOoXXeT NPMMEHATLCA KakK B fOMaLUHUX YCI0BUAX, Tak 1 B JIMY.
N TloKasaHUs K NPMMEHEHNI0 pacTBopa opTasibMoornyeckoro Aptenak® HouyHo YHo

Ons yBnaxHeHWs nepeaHeit NoBEPXHOCTU rnasa (POroBuLbl U KOHbIOHKTUBBI):

s MpU CUHAPOME «CYXOro rnasa», NpM KOTOPOM TpebyeTcs AONOMHWUTENbHOE YBNAXKHeHue
KOHbIOHKTWBbI 11 POTOBULbI, CPeHEN 1 TSXKENON cTeneHmn, cuHApoMe LLlerpeHa;

e npu HE06XO0ANMOCTH yCTpaHeHus CyXxocTHu, OLLYLLEHMM MecKa B rnasax,
MOKEHWW, CNe3oTeyeHmnm, 3yie, NOKpPacHeHUW, yTOMIEHUW TNa3, KOTOpPble BO3HUK/N BCNeACTBMUE
nepeHeceHHbIX 3a6071€BaHU, B TOM YNC/e KOHBbIOHKTUBUTOB, KEPAaTOKOHbIOHKTUBNTOB;

e NS YCTPaHeHMUs MOBbILWEHHOW CYyXOCTW rna3 B C/lyyae CUCTEMATUYECKOrO MCMNOb30BaHUS
TaKWUX NeKapCTBEHHbIX MPenapaToB, Kak NPOTMBOBOCMANNTE/NbHbLIE, TOPMOHA/bHbIE CPEACTBA,
aHTUBMOTUKM, aHTUTUCTAMUHHbIE, MPOTMBOr1ayKOMHbI€, aHTUeNpPeccaHTbl, 6eTa-6/10KaTopbI,
CNasMONNTUKKN, ANYPETUKMN;

e [NS YBN@XHEHUA rNa3 nocse rnepeHeceHHbIX 0hTanbMOXUPYPruyecknx BMeLIaTeIbCTB, B TOM
yncne nasepHbIX pepakyMoHHbIX onepaunin (JIACUK v pgpyrue), B TOM u4wucne npu
9 MUKPOTPaBMax poroBuLbl;

e AN yCTPaHeHUs oulylleHUs ANCKOM@OpTa Yy NauneHToOB, KOTOPbIe MCNOMb3YOT KOHTAKTHbIE
NINH3bI, B TOM YnC/e ANS NPOPUNAKTUKIN CYyXOCTU rNas;

e C LENbl NPOMUNAKTUKN KOHBIOHKTWUBANbHO-POTOBMYHOIO KCEPO3a B C/yyae 3arpssHeHus
cpefbl (AbIM, CMOT, Mbifb U APYT1e HeraTUBHbIE (haKTopPbI);

e [IpW NOBbIWEHHbLIX 3PUTENbHbIX Harpy3Kax Mnpu yacTol pa60Te 3a KOMMNbKOTEPOM MK No6b6IM
,U,I/ICI'II'IeIZHbIM HOCUTENEM;

* nNpnm CyxXoCTh rnas3 B CNeACTBME HaxXoXAeHuA B MNOMeweHnn C CyXum BO3AYXOM OT
KOHAMLUWOHEPa NN OTONNEHUA;

* NPV CyXOCTU UM CNE30TEYEHUN C CBSA3U C BETPEHHOM NOrofoi.
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MpoaykT N9 211 rnasHble kanan Aptenak® HouHol
BapuaHT ncnosiHeHusi: Aptenak® HouHon 0,5 mn Ne 2,10, 30, 60 Bepcusa: L211EU*02

VIHCTpYKUMA NO NpMMeHeHNI0 ANs perncrtpaunmn B Poccuiickoii ®egepaymn 20/08/2020

Korga He peKoMeHayeTcs ucrnosb3oBaTb ApTenak® HouyHOW YHO/NpoTnBonoKasaHna?
He cneagyeT NnpMMeHsTb flaHHOE MeNLMHCKOE M3aenune, ecan y Bac NoBbNneHHas
YyBCTBUTE/IbLHOCTb K /II060MY 13 KOMMOHEHTOB.

BakHas MHGpopmaums no ncnonb3oBaHMio ApTenak® HouHon YHo/npegynpexaeHus,
oXxugaemble N Npefackasyemble No60YHbIE 3DDEKTHI

e KpaiiHe pefko c006lanoCb O MECTHbIX PeakLWsX MOBbILEHHAs YYBCTBUTENIbHOCTY.
MpruMeHeHNe B TaKMX Cyvasx cneayeT NpekpaTuTb M 06paTUThCs K Bpayy.

e [laHHbI! NPOAYKT MOXET Bbl3BaTb BPEMEHHOE NOMYTHEHWE 3pEHNS MOoc/e 3aKanblBaHUs, B
CBA3M C Ha/IM4MeM B cocTaBe KOMMNOHeHTa Kap6omep, 4TO MOXET 0KasaTb HeraTuBHOe
B/IMSIHME HA yNpaB/ieHNe TPAaHCMOPTHLIMU CPeACTBaMU UK PaboTy C MEXaHU3MaMW.

e CnegyeT n3beraTb KOHTaKTa HaKOHEYHMKA (h1aKoHa C NanbLamy Uan No6bIMKU APYrMMn
mP MOBEPXHOCTAMM, UTOObI M36€XKaTb BO3MOXHOV KOHTaMUHALUK pacTBopa.

i lMocne ncnonb3oBaHKUA CTPAXHNTE BCE OCTaBLUKECA NOCNE NPUMEHEHNA Kannn.
° CHUMWNTE KOHTAKTHbIE JINH3bI nepen nNpUMeEHEHNEM.

e TogoxanTe NpuMepHO 15 MUHYT nepej 1Cnonb30BaHWEM APYroro oTanbMONOrMYeCKOro
npoayKTa Unun nepej HafeBaHMeM KOHTaKTHbIX INH3.

* He ncnonb3oBaTb NOCNe UCTEYEHNSA CPOKA FOLHOCTM.
e He ncnonb3oBaThb, €Cv yNakoBKa UK THOOWK-KanenbHULa NOBPEXAEHbI.
e XpaHuUTb B HEOCTYNHOM AN AeTeli MecTe

Kak 4acTo 1 Kak go/iro peKoMeHayeTcsl UCnonb3oBaTb ApTenak® HouHoW YHO?

3akanblBaloT 0AHY Kanno ApTenak® HOUHO B KOHBIOHKTUBA/bHbIA MELLIOK Fna3a no Mepe
V  Heo6XoAnMOCTU. MOXHO MCMO/Mb30BaTh KaX/blli leHb U TaK 4acTo, Kak HE06X0AUMO, B TEYEHUN
[HS W Ha HOYb.
OrpaHnyeHus no NpPoAoIKUTENbHOCTI NMPUMEHEHNUS OTCYTCTBYHOT.
BbI6poCbTe YHO-[030BY0 YNAKOBKY (THO6MK-KanenbHULY) NOC/e UCMO/b30BaHUS.

Kak ncnonb3oBatb Aptesiak® HO4YHON YHO?
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YkT Ne 211 rnasHble kanam Aptenak€> HouyHow
HT ucnosiHeHus: Aptenak® HouHoii 0,5 mn Ne 2,10, 30, 60 Bepcua: L211EU-02
MMCTpYKUMS N0 NPUMEHEHMIO ANA pernctpaummn B Poccuiickon ®egepaynm 20/08/2020

1. OCTOpPOXXHO OTAEeNUTE 0AHY THOUK-
KanenbHULUY YyNakKoBKY OT NAaCTUHKN

2. OTKpyTUTE (HE TAHUTE) BEPXHIOIO KPbILWKY
THO6UK-KaneNbHNL bl

3. HeMHOro HaknoHUTE r0JI0BY U OCTOPOXHO
MOTSHUTE HUXXHEE BEKO MaNblieM CBOe
CBOOOAHON PYKON. [lepXXute THOUK-
KanenbHMULY KaK MOXXHO BEPTUKA/IbHO BalleMy
rnasy, Npu 3TOM 0TBEPCTUE JO/MKHO BbITb
HanpaBneHo BHU3. Y 6eanTech, YTO THOOUK-
KanenbHMLA He KacaeTcs Ballero raasa Bo
n36exaHve BO3MOXXHOIN TpaBMbl UK
NoBpeXAeHuns. 3aTemM akKypaTHO COXMUTE
TENo THOMK-KanenbHMLbl 414 BblAaBNNBaHWSA
O[HOW Kannw.

3aTem 3akpoiiTe rnas u MeaseHHo
nospaLLanTe, YTOObI ONTUMANLHO
pacnpeaennTb Kanaw Ha NOBEPXHOCTH
BaLLero rnasa.

Crepunmsaums (gaHHas nHhopMaLma MOXET 6bITb yKazaHa npy nomoLLy MaHUMNysLMOHHOIO
CMMBO/1a C pacLLMPPOBKOIA)
CTepwbHO, C UCNOMb30BaHEM METOLOB acenTUYecKoin 06paboTKu

MopsLoK AeCTBUIA B CNlyyae HapyLLEHUS CTEPU/IbHOM YNaKoBKM (faHHas UHGOPMaLUsa MOXeT
ObITb yKa3aHa npv NOMOLLUY MaHUMYNSALMOHHOIO CUMBO/A C PacLUNGPOBKOIA)

He ncnonb3oBatb Npy NOBPEXAEHNN YNaKOBKM

Kak xpaHuntb ApTenak® HouyHol YHo?

XpaHuTb Npy TemnepaType +1 - +25@RC.

XpaHuUTb B 3aLLMLLEHHOM OT CBETa MecTe.
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/Mo yKT Ne 211 rnasHble kanavm ApTenak® HouHom
eapuaHT ucnosnHeHusn: Aptenak® HouHoi 0,5 k1 Ne 2,10, 30,60 Bepcua: L211EU-02

WHCTPYKLUUS MO NPUMEHEHUIo ANsa peructpauumn B Poccuiickoit degepauun 20/08/2020

YCnoBus TPaHCMOPTUPOBKY

YNakoBicv ¢ pacTBOPOM O(hTa/IbMONOrMyeckum ApTenak® HoUHOM AOMKHbI 6bITb 3aLMLLEHbI OT
HarpesaHua v foxzaa (Bnarv). Temnepatypa npu TpaHcnopTuposke+I'C -+30°C v OTHOCUTENbHASA
B/TXXHOCTb He 6onee 80%.

dopma Bbinycka:

ApTenak® Ho4yHOW Y HO AoCcTyneH B yA06HO YHO-A030BON YnakoBke 6e3 KoHcepBaHTOB (SDU).
ApTenak® HouHoI Takxe 4OCTYNeH B yrnakoBkax no 10 M pacTBopa ofiTaslbMONOrM4ecKoro.

CnmBO/IbI

CumBon Ha3BaHwue
CTepunnsayms ¢ NCMNob30BaHNEM
acenTMYeCKOro TeXHON0rMYecKoro npouecca
TemnepaTypHbIiA Nnpegen

*VC n

He ncnonb3oBaTtb ecnn ynakoBKa uUamn THOOUK-
KanenbHULa NOBPEeXAeHbl

T VHCTPYKUUM NO NMPUMEHEHNIO

Cpok rogHocTtun
A (YYYY-MM)

Kog cepun

He ncnonb3oBatb NOBTOPHO

XpaHuTb B 3allMLLEHHOM OT CBeTa MecTe

MpownssoguTens

YTunmnsauyua:
ApTenak® HOYHOW YHO HE TOKCUYEH, HE CO34al0T YPE3MEPHYIO HArpysKy Ha YesioBeka uim

OKpY>KaloLLyto cpeay B Mpolecce sKCnayaTawumn, XpaHeHUs UM TpaHCMopPTUPOBKK. [ns
npeaynpexneHvs HaHeceHUs Bpea OKpyxKatoLleli NpUpoaHoii cpeae He06Xo04MMO CO6MOAaTL
Tpe6oBaHNs 6e30MacHOCTM, YCNOBMA XPaHEHUS, TPAHCMNOPTUPOBAHNS 1 3KCNIyaTaLuu.
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|[roaykT Ne 211 rnasHble kanav Aptenak® Ho4vHow
ApuaHT ncnosiHeHnsa: Aprenak<e>HouHoi 0,5 mn Ne 2,10,30,60 Bepcua: L211EU-02

VHCTpYKUMS NO NPUMEHEHUIO A1 perucTtpaunn B Poccuiickoii degepauunmn 20/08/2020

ApTenak® HOYHOWN yHO HanpaBnseTcs Ha yTUAN3aLni0 B COOTBETCTBUM C TUTUEHUYECKUMMN
Tpe6oBaHUAMM CaHlMunH 2.1.7.2790-10 «CaHUTapHO-3NNAEMUONOrNYECKMe TpeboBaHua K
*>» 06paLleHNIo ¢ MeAULUHCKUMU OTX04aMmn», NPUHATbIMU B Poccuiickoin degepayun.

ApTenak® Ho4yHOli YHO, noAnexaunin yTunmnsaymm nocne NCnonb3oBaHmMs, a TakXke B CBA3M C
NCTeYeHNeM CpoKa roAHOCTM UK B C/lyvae HapyLIeHUs LeNOCTHOCTU YNaKoBKM, OTHOCUTCS K
Knaccy onacHocTu A. Mpu nCnonb30BaHUM B JOMALLHMX YCOBUAX LONYCKAeTCA yTUAN3aLmns B
KOHTeliHepbl C 6bITOBbIM MYCOPOM.

MeguumHCKME N3enns Nocne NCNoNb30BaHUA MO HasHauyeHuto B JIMY knaccupuumpyoTca Kak
Knacc onacHoctu B. Iocne annapaTtHbIX METOA0B Ae3aKTUBaLum ¢ UCNONb30BaHUEM
(hM3MYECKUX METOL0B N U3MEHEHWNS BHELLHErO BUAA OTXO0L0B, UTO UCK/IK0UaeT BO3MOXHOCTb NX
NMOBTOPHOrO MCMOJIb30BAHMNSA, MOTYT HaKan/nMBaTbCA OTX04bl Kfiacca B, BpeMeHHO xpaHsLunecs,
nepeBo3nMble, YHUUTOXAaeMble U YTUIN3NPYeMble BMECTe C KnaccoM A. Y nakoBka
[e3aKTUBUPYIOLLNX MeAULMHCKUX OTXOL40B K/lacca B fo/mkHa 6bITb MapKMpoBaHa ¢ yKa3aHueM
[e3aKTnBaumy MeAULMUHCKNX OTXO0L0B. Y TUNM3aUmMa LOMKHA OCYLLECTB/IATLCA
aKKpeLMTOBAHHbIMW OpraHu3aumamm.

'O3HaKOMUTbLCS C MHCTPYKLMER MOXHO Ha caiiTe www.bausch.ru

MonyunTb AONONHUTENBHYH MHAOPMaLMIO, a TAKXXE HanpaBUTb CBOW NPETEH3UN 1
MH(OPMaLMIO 0 HEXeNaTeNbHbIX SBNEHUAX MOXHO N0 CneAyoLemMy agpecy B Poccun:

YNONHOMOYEHHbIN NpeAcTaBuUTeNb NponssoanTens B P® - OO0 «bayLw Xenc».
Agppec: Pocems, 115162, r. Mocksa, yn. LLIabonoska, a. 31, cTp. 5, Ten. (495) 510-28-79

MpownssoguTens: «Ap.lepxaps MaHH, XvMUKo-(hapMaLeBTUYeckoe npegnpusatme MmM6X», FepmaHus
/Dr. Gerhard Mann Chem.-pharm. Fabrik GmbH, Germany.

Agppec: bpyHcbroTTenep Jamm 165/173, 13581, Mepmanus/Brunsbuetteler Damm 165/173, 13581,
Germany

® / ™ 4BnAOTCA TOBapHbIMM 3HakaMu KomnaHuum Bausch & Lomb Incorporated unm ee gouvepHmx
KOMMaHWIA.

Bausch & Lomb Incorporated

Homep SKU

/wramn/ /wramn/

CaHppa JlemaHH 04 AHBAPH 2021
/nognuce/

/wtamn/
«[lp.MNepxapg MaHH, XUMUKO-
thapmaueBTMYeckoe npeanpusatme MmMoX»
BpyHcotoTTenep Aamm 165/173,13581 bepnuH

MepeBog, C aHIMIACKOTO M HEMELLKOT0 I3bIKOB Ha PYCCKUIA 53bIK BbINOSIHEH NEPeBOAYMKOM [0naHLeBoi
AneHolii CepreeBHoli
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Poccuiickana degepayuns
MNopog Mocksa
[JBajuaTtoro sHBapsd ABe ThicAYM ABajLaTb NepBOro roga
A, AnexuH EBreHnin BnagumupoBudy, HoTapuyc ropoja MOCKBbI, CBUAETENbLCT
NOANMHHOCTb NoAgNuUcK nepesofumka FonaHuesoin AneHbl CepreeBHbl.

Mognuch caenaHa B MOEM NPUCYTCTBUMN.
JTnyHocTb NofnucaBLLero LJOKYMEHT YCTaHOB/IEHa.
3apernctpupoaHo B peectpe: Ne 57/171-H/77-2021-4-1170.

YnnayeHo 3a COBEpLUEHMNE HOTapuanbHoro aenctemsa: 400 py6. 00 kon.

E.B.Ane

BaoMY; SypEIT

Npc-y.:..-'
m"'-a-0B:

[Baguatoro sHBaps fABe TbicAYM ABaALATb NepBOro roga

A, AnexuH EBreHuin BnagnmumpoBudy, HoTapuyc ropoga MOCKBbl, CBUAETENbCTBYIO
BEPHOCTb KONWW C NPeACcTaB/IeHHOro MHe JOKYMeHTa.

3apernctpuposaHo B peectpe: Ne 57/171-H/77»2021-4-1171.
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P0G ™A

Beglaubigte Abschrift

Product no 999
Leaflet: 1999EU-03 Carton: C999EU>03 Label: Lg99EU>03

20/08/2020

GLOBAL ENGLISH MASTER TEXT
***Artelac®Night***

Productnumber; 999

Format: multi-dose bottle

Regulatory Status; Medical Device class lla

N otified Body: CE 0483 (MDC) “es indicated on valid DoC)

Legal Manufacturer: Dr. Gerhard Mann Chem.-pharm. Fabrik GmbH, Germany,
Brunsbutteler Damm 165/173,13581 Berlin, Germany

Page 10f8
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Product no 999
Leaflet: 1999EU-03 Carton: C999EU-03 Label: L999EU-03
20/08/2020

IFU Master Text

Please read these instructions for use carefully - they contain important
information on how to use this product. If you have any questions, please ask
your pharmacist, doctor or contact us.

(logotype) insert LOGO if applicable

(logotype) *** Artelac®Night ***

0.24% sodium hyaluronate, carbomer, glycerol, lipid component (medium chain
triglycerides), sodium hydroxide and water for injection. Does not contain a
medicinal product in its composition

Intended use: medical devices for moisturizing the surface ofthe eyes with a
feeling ofdryness in the eyes

Whatis *** Artelac”™Ight ***?

*** Artelac®NIght *** is an opaque ophthalmic solution that contains 0.24%
hyaluronic acid (as sodium hyaluronate), carbomer, glycerol, a lipid component
(medium chain triglycerides), sodium hydroxide and waterfor injection.

The advanced formulation possesses a very high tolerability as itis free of
preservatives and free of buffers.

The ophthalmic solution is presented in an advanced and innovative preservative
free muNe4iose system (PFMD), which is easierto use and safe. Once opened it
can be used for 6 months.

W hat is the application of *** Artelac”ight***7

*** Artela(Might *** is an eye lubricant that supports all three layers of the tear
fflm to improve the moistening of the ocular surface in the presence of dry eye
sensation.

When you should use *** Artelac*Night ***?

*** Artelac®Night *** is- inspired by the design of the natural tear film. It contains
the natural moisturizer hyaluronic acid (as sodium hyaluronate), which is found in
the structures of a healthy human eye and the natural tearfiim and two additional

Page 2 0f8
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Product no 999
Leaflet: 1999EU-03 Carton: C999EU>03 Label: L999EU-03
20/08/2020

moisturizers: Glycerol and Carbomer. Containing an additional lipid-component
(medium chain triglycerides) *** Artelac®NIght *** is supporting all three layers of
the tear Aim: lipid, aqueous and mucin phase.

*** Artelac®Night *** is designed to remain on the surface of the eye providing
intensive moisturization for immediate, long-lasting symptom relief. It is an ideal
product for everybody suffering from a range of symptoms of dry eyes such as
tired, stressed, gritty, burning and/or tearing eyes.

Dry eyes are caused by

- external factors, like extensive computer use, air conditioning, heating,
cigarettes smoke, as well as windy outdoor environments and/or wearing

contact lenses.

- other factors, like certain drugs (such as the contraceptive pill,
antihistamines, betablockers, antispasmodics and diuretics) or certain
diseases that piay a role in the development of ocular dryness.

How often and how long should you use ** Artelad®Night ***?
Instill one drop of ***Artelac”ight *** into the eye as the need arises. You can
use it every day and as often as you want. There is no limit of duration of use.

How to use *** Artelac®Night ***?

Attention! Before first use and if the bottle has not been used for a while:
Remove the cap and point the bottle downwards, press repeatedly up to a
maximum of 20 times until a drop Is released. Now the bottle is ready for use.

Page 3 of8
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Product no 999
Leaflet: 1999EU-03 Carton: C999EU-03 Label: L999EU-03
20/08/2020

1. Before each use, remove the
translucent white protective cap from the
tip of the bottle with a rotating movement.

2. Attentionl Before first use and if the
bottle has not been used for a while:
Point the bottle with the tip downwards
and press repeatediy the pump
mechanism until a drop is released.

3. Hold the bottie as indicated:

Place your thumb on the ergonomic
thumb support and enclose the lower part
with your fingers. Two fingers should be
placed on the bottom ofthe bottie.

4. Pointthe bottle with the tip downwards.
Lean back slightly your head. Gently pull
your lower eye-lid down with a finger of
your free hand, hold the bottle In a vertical
position over your eyes as. Press gently
the pump mechanism together to apply
one drop into the eVe.

Close your eye aftenwards and blink in
order to optimally spread the drop on the
surface ofyour eye.

Page 4 of 8
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Product no 999
Leaflet: 1999EU-03 Carton: C999EU-03 Label: L999EU-03
20/08/2020

The innovative pump mechanism of *** Artelac?®Night *** allows the ophthalmic
solution to be preservative free and allows a comfortable instillation.

The declared filling volume can be Nightly removed from the bottle. Due to the
design ofthe bottle a small remnant of the solution remains within the bottle.

When you should not use *** Artelac®Night ***?
Do not use this product if you are hypersensitive to any of the ingredients.

Important Information about using ***Artelac®NIght ***?
* Local hypersensitivity reactions have been very rarely reported. Treatment
should discontinue In such cases.

e« This product may cause temporary blurred vision after instillation which can
have negative impact on driving vehicles or operating machines.

« Do nottouch the eye surface with the tip of the bottle to preventany possible
injury ofthe eye surface or contamination ofthe solution.

* Shake-off any possible residual drops after application.

e« Careless use ofthe product contrary to the Instructions for use could resultin
slipping a productfrom hand and may cause eye injury

« Remove contact lenses before usage.

« Waitapproximately 15 minutes before using another eye product or before
replacing contact lenses.

« Do notuse after the use-by date.
« Do notuse if the package or bottle is damaged.

« Keep out ofthe reach of children

How to store *** Artelac 'Night ***?
Store at atemperature o f+1 - +25"C.

The design of the bottle allows you to use Artelac®Ni\9ht*** for 6 months after
opening. ¢

Presentation:

Page 5 of 8
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Product no 999

Leaflet: I999EU-03 Carton: C999EU-03 Label: L999EU-03
20/08/2020
*** Artelad®Night *** is available in packs of 10 ml ophthalmic solution.

Artelac”®Night EDO*** is available in convenient, preservative free single dose
units (SDU) as well.

Transportation conditions:
Artelac”Night ophthalmic solution has the following temperature conditions and

allowable durations.

Temperature conditions Relative humidity Additlonai requirements

1®Cto 30°C Not more than 80% must be protected from heat and
(moisture)

Symbols

Svmbol Title

! ! Sterilized using aseptic processing

techniques
5TERU A
L J
J k In Temperature limit
1 ( . .
Do not use if package is damaged
L J

Discard the medical device after 6
months once opened.
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Product no 999
Leaflet; I999EU-03 Carton: C999EU-03 Label: L999EU-03

20/08/2020

Consult instructions for use

Used-by date

iYYYY-MM)

Batch code

LOT

Manufacturer

Y

Recycling

Artelac”ight ophthalmic solution are not toxic, do not create an excessive load on a
person or the environment during its operation, storage or transportation. To prevent
damage to the natural environment, It is necessary to comply with safety requirements,
storage, transportation and operation conditions. ArtelaC*Might ophthalmic solution is
sent for disposal in accordance with hygiene requirements of SanPin 2.1.7.2790-10
"Sanitary and epidemiological requirements for medical waste management", adopted In

the Russian Federation.

Artelac*Night ophthalmic solution that is subject to disposal in connection with the
expiration of the expiration date, as weti as in the event oLa breach of the package
integrity, is classified as hazard class A. Medical devices, after using for the intended
purposes, are classified as hazard class B. After the hardware decontamination methods

using physical methods and chartging the physical appearance of the waste product,

Page 7 of 8
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Product no 999
Leaflet: I999EU-03 Carton: C999EU-03 Label; L999EU-03
20/08/2020

which excludes the possibility of their reuse, waste of Class B can be accumulated,
temporarily stored, transported, destroyed and disposed of together with Class A.
Packaging of decontamination medical waste of Class B must be marked with evidence
of medical wastes decontamination. Disposal must be carried out by accredited

organizations.
More information www.bausch.ru

Authorization representative In RU: Bausch Health LLC, Shabolovka St. 31, Bid. 5,
Moscow, 115162, Russia

Manufacturer: Dr. Gerhard Mann Chem.-pharm. Fabrik GmbH, Gemiany
Address: Brunsbuetteler Damm 165/173,13581, Germany

insert revision nuimber and date of IFU in the format: Product name, revision
number of master text; national revision date

tg)/ ™ are trademarks of Bausch & Lomb Incorporated or its affiliates.
MBausch & Lomb Incorporated

SKU number/ material number

Sandra bthtn™i Qi N ZZ.

Dr. Gerhard Mann

chem.-pharm. Fabrik QmbH
BrunsbOtteler Damm 165/173
13581 Betlin
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3aBepeHHas Konus
MpoaykT Ne 999 pacTBOp OhTasiIbMOIOrNYeCKnii Aptenak® Ho4vHom,

BapuaHT ncnosHeHns Aptenak® HouHoii 10 mn Ne 1 Bepcua L999EU-03

VHCTPYKLMs MO NpMMEHeHNI0 AN pernctpaunmn B Poccuiickoin degepaumn 20/08/2020

OCHOBHOW TEKCT

***ApTenak®HoYHON***
Homep n3genns:999
dopmar: MHOrog030BbIi (H/1akoH
CraTyc perucrpauunu: MefuUUHCKOE n3genme knacca Ha
YnonHomoueHHbIn opraH: CE 0483 (MDC) (ykasaHo B felACTBYyoL e Jeknapauum
COOTBETCTBUA)
3akKoHHbIN npoussoauTens: «p.l'epxaps MaHH, XvMMKO-thapMaLeBTUYeCKoe NpeanpusTue
MM6X», Mepmanns, bpyHcoroTTenep damm 165/173,13581 BepnvH, MepmaHns

CrtpaHuya 1mn3 8
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Mpoaykt Ne 999 pacTBOp ohTasibMonorndyeckmin Aptenak® HouHoi,
BapuaHT ncnonHeHns Aptenak® HouHoii 10 M Ne 1 Bepcusa L999EU-03

VIHCTpYKUWS NO NpUMEHEHUIO AN pernctpaumm B Poccuiickon degepayunm 20/08/2020

TUNOBOI TEKCT MHCTPYKLUMN MO NPUMEHEHUIO

Moxanyiicta, NpouynTaiiTe BHUMATENIbHO HACTOALYH WHCTPYKLMUIO NO  MPUMEHEHUIO,
COZlepXKallyo BaXKHY0 MHBOPMALMIO MO UCMONb30BAHUIO JAaHHOT0 MeAULMHCKOro U3aenus.
Mpn BO3HWKHOBEHMU NTH06bIX BONPOCOB, 06pallaliiTeck K hapmaLeBTy, Bpauy WM CBSXKUTECH
C Hamu.

N ApTtenak ®HouHomn

CocTas:

0,24% rnanypoHOBOW KUCNOTbI (B POpMe rnmanypoHaTa HaTpus), Kapbomep, rnMLepuH,
NUNUAHBIA KOMNOHEHT (TPUTAULEPUAbLI CPefHeLEenoYeYHble), TMAPOKCUA HaTpUs 1 Boda Ans
NHBEKLNIA.

HasHauyeHue: CpeacTBo A4Ns yBNaXHEHMs rN1a3, KOTOpoe MoAaep>K1BaeT BCe TPU Cos
CNE3HOM NNEHKN C LeNbio YNYULIEHWUS YBNAXKHEHHOCTY NMOBEPXHOCTY FN1a3 Mpu OLLYLLIEHNN
CYXOCTU B rnasax

YTto Takoe ApTenak® HouHol

ApTenak® HOYHOI npefcTaBnseT co60li Henpo3payHblii OPTaNbMONOrMYECKUIA pacTBop,
cogepxawuii 0,24% ruanypoHoBoli KucnoTbl (B (hopMe HaTpus ruanypoHata), Kapbomep,
TMULEPVH, NUNUAHBIA KOMMOHEHT (TPUIAULEPUabI CPEAHELIENOYEUHbIE), HATPUS TUAPOKCUL
M BOZY A1 UHBLEKLIWIA.

MepefoBas hopMyna 06/1aaeT 04eHb XOpOoLUeli MepPeHOCUMOCTbIO, MOCKO/bKY He COAEPXUT
KOHCEpBaHTOB U GyhepoB. MefULMHCKOe U3/eNINe He COAEePXUT B CBOEM COCTaBe
NeKapcTBEHHOE CPeACcTBo.

PacTBOp opTaNbMONOrMYECKNiIA NPeAcTaBeH B 0paboTaHHOW MHHOBALMOHHO
MHOI0/1030BOI CMCTEME, He COZepXKallleil KOHCePBaHTbI, KOTOPYO NPOCTO 1 6e30MacHO
1CMONb30BaTh. [10CNe BCKPbITUS PNAKOH C Kannsmu MOXHO UCMO/b30BaTh B TeUeHMe 6
MECSILIEB.

Kak npumMmeHaTb ApTenak® HOYHOI?

ApTenak® HOYHOI 3TO CPeACTBO AN KOMMIEKCHOTO YBaXKHEHWS, KOTOPoe NoaaepXKunBaeT
BCE TPW CNOS CNIE3HOV MIEHKN: NUNUAHYI0, BOAHYHO U CIM3UCTYHO a3y C Le/bI yayYlleHus
1 NoAAEPXKaHMSA YBNAXKHEHHOCTW TN1a3HOW MOBEPXHOCTM NpY NHOGBLIX CUMMNTOMAX CYXOCTU U
AVCKOM{OpTa B rnasax.

TpoiHoI mexaHu3m fencteus Aptenak® HouyHou

CtpaHuua 2 n3 8
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MpoaykT Ne 999 pacTBOp ohTasibMonornyecknii Apteniak® HouHom,

BapuaHT ucrnonHenmsa Aptenak® HouHow 10 mn Ne 1 Bepcua L999EU-03
VHCTPYKLMs MO NpMMEHeEHNIO A5 pernctpauumn B Poccuiickoii ®egepaumn 20/08/2020
flVII'IVI,CI,HbIVI KOMMOHEHT - CpeagHeueno4vyeyHble TpUrnnuepunasbl, O6I‘Ia,anT 3alUTHbIM

3()(heKTOM, YMEHbLUAs MCNAapeHne NMNUAHOTO CO0S B CNIE3HOM NIEHKe.

HaTypanbHblil yBNaXHUTENb - TuManypoHoBas kKucnota (B (hopMe ruanypoHaTa Hatpus),
KOTOpas 06Hapy>KMBaeTCcs B CTPYKTypax rnasa 340p0BOro YenoBeKa 1 B HaTypanbHOM CNe3HON
NNeHKe B COBOKYMHOCTMU C FAULEPUHOM (FNnLEPOSIoOM) NPUTATMBAIOT BNary, NoALep>XunBas v
BOCCTaHaBNMBAasl BOAHbIV CMOI B CNE3HON MEHKE.

KOMMNOHEeHT Kapbomep 3a CUeT CBOeil BSI3KOW CTPYKTYpbl CBSA3bIBAET MOMEKY/bl BOfbl,
BOCCTaHaB/MMBaeT  MYLMHOBbIA  cnoil.  Kapbomep Takxe 06fnagaer  AWTeNlbHbIM
YBNOKHAWOLWMM AeiACTBMEM

Korpa peKkoMeHayeTcs Mcnonb3oBaTh ApTenak® HouHol/noTeHUWaNbHbIE
notpebutenn?

ApTenak® HouHO — 3T0 CpeacTBo Ans 06ecneyveHns U COXpaHeHMs 300P0BOT0 COCTOSHUS
NOBEPXHOCTW T[Nasa, pacnpefensisacb Ha MOBEPXHOCTM U 06ecrneumBas WHTEHCUBHOE
YBNIQKHEHWE /11 HEMEANEHHOTO U A/IMTENbHOT0 06/1erYeHnsl CUMMNTOMOB.

3T0 mAaeanbHbI NPOAYKT ANs N6Oro NoTpedbuTens, cTpajalollero oT CneKTpa CUMNTOMOB
CYXOCTM Inas, TakKMUX KakK yCTafoCTb, pasapaxeHune, XokeHne n/unmn cne3oToumBoCTb.

MoO>XeT NPUMeHATLCA KaK B JOMaLLHUX YC0BUAX, Tak 1 B JITY.

MokKasaHMa K NPUMEHEHUIO pacTBopa ohTanbMoiornyeckoro Aptenak® Ho4yHoi
[ns yBnaxHeHUs nepesHeil NOBEPXHOCTY rnasa (POroBuLlbl ¥ KOHbIOHKTUBDI):

e MpW CUHAPOME «CYXOrO rfiasa», NPM KOTOPOM TPebyeTcsi AOMNOMHUTENIbHOE YBNAXKHEHNE
KOHBLIOHKTMBbI 1 POrOBHULbI, CPEAHEN 1 TSXKENOol cTeneHn, cuHapome LLerpeHa;

s npw HEo6X0AMMOCTM  YCTpaHeHWs  CyXOCTMW, OlYLIEHNN MecKa B rnasax,
XOKEHWUW, CNEe30TeYEHUN, 3yfle, MNOKPACHEHWUWU, YTOMMEHWU T[Na3, KOTOPble BO3HWK/M
BCNEACTBME  MEPEHECEHHbIX  3a60NeBaHWiA, B TOM  uuCNe  KOHbLIOHKTMBUTOB,
KepaTOKOHbHOHKTUBUTOB;

e ANS ycTpavenns noBblLLeHHOI CyxocTu rnas B cnyyae cuctemaTmrdeckoro VO b30BAHMA
Tak/X N1IeKapCTBEHHbIX MpenapaToB, KakK NPOTWBOBOCMNAINTENbHbIE, TOPMOHANbHbIE

CpeacTBa, aHTMOWMOTWKMW, aHTUTUCTaMVHHbIE, MPOTMBOr/IAYKOMHbIE, aHTWUAENPECcCaHTHI,
6eTa-610KaTopPbI, CNA3MONUTUKN, ANYPETUKN;

ANna yBaXXHEHNA T1ia3 Nnocne nepeHeceHHbIX O(bTaﬂbMOXleypI'I/ILIECKI/IX BMeLLaTe/IbCTB, B

TOM YmMC/e Nas3epHbIX pedpakLoHHbIX onepauunii (JTACUK v apyrue), B TOM yucie npw
MUKPOTPaBMax PoOroBuLibl;

e AN ycTpaHeHWs OLLYLleHMs AuckomdopTa Yy MauMeHTOB, KOTOPble WUCMONb3YHT
KOHTaKTHbI€ NIMH3bI, B TOM Yncne Ans npodnnakTUKM CyXoCTu rnas;
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MpoaykT Ne 999 pacTtBOp opTasibMonornyecknii Aptenak® HouHom,
BapunaHT ncnonHeHnsa Aptenak® HouHoii 10 mn Ne 1 Bepcusa L999ELM)3

VHCTPYKUMS MO NPUMEHEHUIO ANA perncTpauum B Poccuiickoii degepauymm 20/08/2020

C uenblo NPOMUNAKTUKNA KOHBIOHKTUBA/IbHO-POTOBMYHOIO KCEpOo3a B C/lyvae 3arpsisHeHus
cpedpl (AbIM, CMOT, Mbiflb W APYTUe HeraTUBHbIE (DaKTOpbI);

4 npn MNOBbLIWEHHBIX 3PUTE/IbHLIX HarpysKax npu yacTou pa60Te 3a KOMMNbKOTEPOM WA
No6bIM ,U,VICI'IIIGVIHI:IM HOCUTENEM;

npn CyxoCtn rna3 B Cneacteme HaxoxXgeHunda B MoOMeweHnun € CyXmM BO3AYyXOM OT
KOHANLUWOHEPa N OTONJIEHUA;

npun CyxXoCcTtn nnmn cnesoTeyeHmn c CeBA3N C BETpeHHOVI I'IOI'O,U,OVI.

Korga He peKOMeHAyeTcs Mcnonb3oBath ApTenak® HouvHOW/NpoTMBONOKa3aHUA?
He cnefyet npuMMeHATb AaHHOe MeAMLMHCKOe U3fenne, eciv y Bac MNoBbllLeHHas
YyBCTBUTENbHOCTb K /II060MY M3 KOMMOHEHTOB.

BaxHas nHdopmaums no ncnonb3oBaHuo Aptenak® HouHoi/npeaynpexneHuns,
oXugaemble U npeackasyemble N060UYHbIE 3DPEKTHI

e KpaliHe pefKko €006LaNn0Ch O MECTHbIX PeakLWsSX MOBbILIEHHAS YYBCTBUTEIbHOCTM.
MpuUMeHeHWe B TaKUX CNyyasx cnegyeT NpekpaTuTb M 06paTUTLCA K Bpady.

° lEl,aHHI:»Il\/'I NPOAYKT MOXXET Bbl3BaTb BPEMEHHOE NMOMYTHEHWNE 3PEHNA MOC/E 3aKalbiBaHUA,
B CBA3N C HaJInUMemM B COCTaBE KOMIMOHEHTa Kap6omep, YTO MOXXET OKa3aTb HEraTUBHOE
BNINAHNE Ha ynpaBneHNE TPaHCMOPTHbIMWU CPeEACTBaAMU NN pa60Ty C MeéXaHNn3MaMu.

* Cnepyert n3beraTb KOHTaKTa HaKOHeYHVKa piakoHa ¢ nasbuaMu uam nbsiMu gpyruMm
MOBEPXHOCTAMM, YTOObI N36eXaTb BO3MOXHON KOHTaMWUHALMW PacTBopa.

° Mocne ncnosib3oBaHUA CTPAXHUTE BCe OCTaBLUMECHA MOC/e NPUMEHEHUA Kanau.
° CHUMWTE KOHTaKTHbIE IMH3bI Mepes NpUMeHEHNEM.

* [lopoXguTe NpMMepHO 15 MUHYT Nepef UCnonb3oBaHWEM APYroro
0()TasIbMOMIOrMYECKOr0 NPOAYKTA UIN Nepef HafleBaHNEM KOHTaKTHbIX JINH3.

* He ncnonb30BaTb NOC/e UCTEYEHUA CPOKA FOLHOCTU.
* He ncnonb3osatk, ecnv ynakoska Unm iakoH noBpexzeHbl.
*  XpaHuTb B HEAOCTYNHOM AN15 feTell MecTe

Kak 4acTo 1 Kak J0/ro peKomMeHAyeTcs Mcnonb3oBatb ApTenak® HoYHOW?

3akanbIBalT O4HY Kannaw Aptenak® HOYHOW B KOHbIOHKTMBA/NbHbIA MELLOK rnasa no
mMepe HEO6XO,CI,I/IMOCTI/I. MO0XXHO ncnosib3oBaTb Ka)K,EI,bII7I AeHb N TaK 4aCTo, KakK HEO6X0,EI,I/IMO,
B TEYEHNN AHA N Ha HOYb.

OrpaHnyeHnsa no NPoOLOMKUTENBHOCTA NMPUMEHEHNA OTCYTCTBYIOT.

CrtpaHuua 4 ns 8

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MpoaykT Ne 999 pacTBop othTasibMonornvyecknii Aptenak® Ho4vHoiA,

BapuaHT ncnosiHeHnst Apteniak® HouHoili 10 ma Ne 1

WHCTPYKLMS NO NPUMEHEeHUIo An1a peructpaumm B Poccuiickoit deaepaumnn

Kak ncnonb3osatb ApTenak® HouyHOWA?

Bepcua L999EU’03

20/08/2020

BHuMaHue! Meped NepBbIM KCMONb30BaHMEM (DNlakoHa, a TaKXKe B TOM C/lyyae, eC/in
(hNakKOH JONTO He NCNONb30BaNN;
CHMMWTE KPbILLKY, HanpaBbTe (hakoH BHW3, MHOTOKpaTHO HagaBnueaiiTe fo 20 pas 4o

MOMEHTA NosiBNeHUs Kaniu. Tenepb PNakoH roTOB K NPUMEHEHNIO. PeKOMeHAYeTCst Pe3Ko

Ha)XXMMaTb Ha K/anaH go3artopa.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

1 CHuMaliTe 3alWMUTHYIO KPbILLKY C
HaKOHEUYHMKA Nepeq KaxabiM
CMO/Mb30BAHEM.

2. BHumaHue! Mepes nepebiM
NCNoNb30BaHMEM (paKoHa, a TakXe B
TOM c/ny4ae, ecinm paakoH Joro He
MCNONb30BaNN: MepeBepHUTE (PNAKOH Kak
MOKa3aHO Ha PUCYHKE U HaXMUTE
HECKO/IbKO pa3 [0 NOsIBNeHUS NepBoi
Kannm.

3. [epxuTe piakoH KaK yKa3aHo Ha
PUCYHKe: MONOXNUTe 60NbLUIOI Nanew, Ha
yL06HY0 onopy A1 601bLIOro nanbLa un
06xBaTWTe MasbLamy HUXKHIOK YacTb. Ha
AHO GYTbINKM cnegyeT MOoNoXUTb ABa
nanbLa.

4. HanpaBbTe (IaKOH KOHYMKOM BHWU3,
OCTOPOXHO MOTAHWUTE HUXKHEE BEKO MasibLieM
CBOOOAHON pyKW, yaepxusasi (hnakoH B
BEPTUKa/NbHOM TMOJIOKEHUN HAafL T[/1a30M.
Cnerka HaxmuTe [03aTtop, 4TOObl HaHecTu
OfHY Kannwo B rnas, NONOXEHUN W Crerka
Ha)KMMWTE Ha NaacTUHY Ao3atopa.

Mocne 3TOro 3akpoinTe rnasa v MepLJ/IeHHO
MOBOAWTE rNasamn BO BCE CTOPOHbI, YTOObI
Kanns pacnpegenunacb Mo MNOBEPXHOCTU
rnasa.

CrtpaHnua 513 8



MpoaykT Ne 999 pacTBOp ohTanibMonornyeckmin Aptenak® HouHoin,
BapuaHT ncnosiHeHust Aptenak® HouHow 10 mn Ne 1 Bepcusa L999EU-03

WNHCTPYKUMA MO NpUMeHeHMIo Ans peructpaunn B Poccuiickoin degepauymmn 20/08/2020

VHHOBaLMOHHbBIA MexaHn3M Hacoca akoHa ApTenak® HoUYHOI No3BONSET UCMOb30BaTh
pacTBop oTanbMOMOrMYecKnii 6e3 KOHCEPBaHTOB.

Ctepunmsauuns (gaHHas MHGopMaLmsa MOXeT 6bITb yKazaHa npu nomoLm
MaHUNYNALMOHHOTO CMMBO/A C pacLlM(pPOBKOIA)
CTepubHO, C UCMO/Nb30BAHNEM METO/O0B acenTuyeckol 06paboTKu

MopsAfOK AeACTBUIA B CNyYae HapyLeHUs CTEPUIbHOW YyNaKoBKK (gaHHas
MH(popMaLMa MOXeT 6biTb YKazaHa npu noMoLwm MaHUnynsaLuMoHHOro cuMBona ¢
paclwmnppoBKOWA)

He ncnonb3oBatb Npy NOBPEXAEHWUN YNaKOBKM

Kak xpaHunTb ApTenak® HouyHo1?
XpaHuTb Npu Temnepatype +1 - +25°C.

[unzaitH hnakoHa No3BoNseT BaM UCNOb30BaTb ApTenak® HouyHON B TeuyeHne 6 mecsueB
nocne BCKPbITUSA.

Y cnoBus TpaHCNOpPTUPOBKU

YNakoBKMW C pacTBOPOM OopTa/ibMONornyecknum Aptenak® HoYHOW J0/MKHbI ObITh
3alMLLeHbl OT HarpeBaHus n goxasa (snarun). TemnepaTypa nNpu TpaHcnopTMpoBke +IC -
+30*C 1 oTHOCUTENbHAA BNaXXHOCTb He 6onee 80%.

dopma BbINyCKa:

ApTenak® HouHOI focTyneH B ynakoBkax no 10 mn pacTBopa opTasibMOMIOrMYecKoro.
ApTenak® KoMnauT Takxe A4OCTYyNeH B yA06HON YHO-A4030BON yrnakoBke 6e3 KOHCEPBAHTOB

CuMBObI

CumBon Ha3BaHue
n

CTepunbHO, C UCMOMb30BaHNEM METOLO0B
STEMLE A acenTUyeckom obpaboTKm
1
25%C TemnepaTypHblil Npesen
V
C 4 J

CrtpaHnua 6 n3 8
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MpoaykT Ne 999 pacTBop odTasibMoornyecknii Aptenak® HouyHol,

BapuaHT ucrnosiHeHma Aptenak® HouHowi 10 mn Ne 1 Bepcusa L999EU-03
VHCTPYKLMS No NpUMEHeHNIO A8 pernctpauumn B Poccuiickoii ®egepaumn 20/08/2020
YTtunnunsayus:

ApTenak® HOYHON He TOKCMYEH, He CO3[Aal0T Ype3MepHYH Harpysky Ha 4efnoBeka Wm
OKpY>XXalollylo cpefy B mpouecce 3Kchayatauuu, XpaHeHWs WUAn TPaHCNOPTUPOBKMW. [ns
NpefynpeXxaeHns HaHeceHWs Bpefa OKpYXXatolei npupoaHOiA cpefe Heob6Xxoanmo
cobnopate TpeboBaHMSA 6e30MacHOCTW, YC/IOBUS  XPaHeHWsd, TPaHCMOpPTUPOBAHUSA W
aKcnnyaraumu.

ApTenak® HOYHON HanpaBnseTcs Ha YTUIM3auui0 B COOTBETCTBUM C TUTMEHUYECKUMU
Tpe6oBaHuAMM CaHlMuH 2.1.7.2790-10 «CaHUTapHO-3MUAEMMNOIOTMYECKME TPeboBaHMA K
06paLLeHNIo C MEAULMHCKMUN 0TX04aMu», NPUHATBIMK B Poccuitickoin depepauuu.

ApTenak® HOYHON, nognexawinin yTunmnsauum nocne MUCnosib3oBaHus, a TakXe B CBA3N C
NCTEYEHMEM CPOKa rO4HOCTU UMK B C/lyYae HapyLleHWs LLeIOCTHOCTU YMAaKOBKM, OTHOCUTCA K
Knaccy onacHoctu A. Tlpn UCMNonb30BaHUN B LOMALLHMX YCNOBUAX LOMNYCKaeTCa yTuamsaumna
B KOHTeliHepbl ¢ 6bITOBbIM MYCOpPOM.

MeanunHCKME 1U3aenms nocne MCnosib3oBaHMA Mo HasHaveHUto B JIMY knaccupuumpyroTes
KaK Knacc onacHoctu B. locne annmapaTHbIX METOAOB fAe3akTuUBauUWW C WUCNOJSIb30BaHWEM

CtpaHunua 7 13 8
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MpoaykT Ne 999 paciB op odTasibMoOSIOrMyecknin Aptenak® HouHom,

BapuaHT ncnosiHeHnsa Aptenak® HouyHoii 10 mn Ne 1 Bepcusa L999EU-03

VIHCTPYKLMS MO NPUMEHEHUIO ANSA pernctpaunm B Poccuiickon ®epepauymn 20/08/2020

(hM3MUECKMX METOA0B U M3MEHEHMNS BHELLHEro B1AA OTXOA0B, YTO UCK/OYaeT BO3MOXHOCTb
MX MOBTOPHOTO MCMOMb30BaHUA, MOTYT HakanjMBaTbCs OTXOAbl Knacca B, BpemeHHO
XpaHsLLMecs, NepeBo3Mble, YHUUTOXAeMble W YTUIM3UPYEMble BMECTE C Knaccom A.
YnakoBKa [1e3aKTUBMPYHOLLMX MeAULMHCKMX OTXOA0B Knacca B fonkHa 6bITb MapKupoBaHa

C YKasaHuem Ae3akTuBaLMM MeAULMHCKMX OTXOAO0B. Y TUAN3ALMSA AO/MKHA OCYLLECTBAATHCA
aKKpeAMTOBaHHbIMU OpraHn3aLusMm,

O3HaKOMUTbCS C MHCTPYKLMEN MOXHO Ha calite www.bausch.ru

Monyuntb [AOMOMHWUTENbHYIO WHGOPMALMIO, a TakXkKe HanpaBUTb CBOM MPETEH3UU U
MH(OPMaLMI0 0 HeXKenaTeNbHbIX SBNEHNAX MOXHO MO cneAyroLleMy aapecy B Poccuu:

YNONHOMOYeHHbI NpeacTaBuTens nponssoamtens B P® >000 «bayw Xenc».
Agppec: Pocecus, 115162, r. Mockea, yn. LLlabonoeka, a. 31, cTp. 5, Ten. (495) 510-28-79

MpounssoguTtens: «Op.Mepxaps MaHH, XuMuUKO-(hapmaleBTUYecKoe npeanpuatne MmMoX»,
epmaHus /Dr. Gerhard Mann Chem.-pharm. Fabrik GmbH, Germany.

Anpec: bpyHcbtorrenep Jamm 165/173,13581, Mepmanus/BrunsbuettelerDamm 165/173,13581,
Germany

BBEAUTE HOMep pefakuuum u aaTy IFU B dopmaTe: HasBaHuWe NPOAyKTa, HOMEpP pedakuum
OCHOBHOFO TEKCTa; fiaTa HaLlMOHaNbHOr0 NepecMoTpa - yKasaHo B KONOHTUTYe.

Howmep SKU

/wtamn/ /wTtamn/

CaHpgpa JlemaHH 04 AHBAPHA 2021
/noanwuce/

/wramn/

«[lp.MNepxaps MaHH, XUMUKKoO-
(hapmaLieBTUYECKOE npeanpuaTme M6X»
BpyHco6torrenep Jamm 165/173,13581

BepnuH *

MepeBof C aHTIMIACKOTO M HEMELLKOTO A3bIKOB Ha PYCCKUIA 3bIK BbINOAHEH NepeBOAUYNKOM
MonaHueBoi AneHoit CepreeBHol

C _rCl.,
CrtpaHuua 8 n3 8
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Poccuitckas ®epepayuna
Nopog MockBa
[JeBATHaALaTOro AHBapAa ABe ThiCAUYN ABaAUAaTb NEPBOro roga

A, AnexuH EBreHuii BnagumupoBuy, HoTapuyc ropoga MOCKBbl, CBWUAETENbCTBYHO
NOA/MHHOCTbL NoANUcK nepeBoaunka FonaHuesoin AneHbl CepreesHbl.

Mognuckb caenaHa B MOEM NPUCYTCTBUMN.

JInyHoCTbL NoANMCaBLUEro JOKYMEHT YCTaHOB/EHA.

3apernctpupoaHo B peectpe: Ne 57/171-H/77-2021-4-1065.
YnnayeHo 3a cCOBeplUeHNe HOoTapuanbHoro aerictems: 400 py6. 00 kon.

E.B.AnexuH

Aler.

Bce™  wHyposaHo,
NPOHY?'C; ' HOUTKPBMN/IEHO
*PU3TLI - 2.-0B3

Poccuiickaa degepayns
fopos MockBa
[eBATHALLATOrO AHBAPA fBe ThbiCAYM ABajLaTb NePBOro r"aa
A, AnexvH EBreHuin BnagumumpoBud, HoTapuyc ropofa MOCKBbI, CBUAETENbCTBYIO

BEPHOCTb KOMMUN C NpeacTaBNEHHOIN0O MHE AOKYMEHTa.

3aperucTpmpoBaHo B peecTpe: 57/171-H/77-2021"4-1066.
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