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Bayer Ref No: BAY329797
Trident Reference No:  TR1410046
Brand: Bepanthen
Range: Y e 1 |\ - - - - - - - S-S T----T-T-T-ToToT-ToToTTToTTmTTTTTTTTTmTTTTTT !
Product: Eye Drops |3'\y'7 |I'7_U Instructions for Use }
Pack Type: Leaflet |
Pack Size: 10ml R ® Bepanthen® 2 :
- ; V1921 S
Action: R E D R |
Date: 13/08/18 D'"1'yY N9V ye Vrops |
Country: Israel 2% 7m1907T 0.15% VXINIYR'A DIFTIO DY D'V NID'O Eye Drops with Sodium hyaluronate 0.15% and dexpanthenol 2% |
Finished Goods Code: 86184249 207N COMPOSITION :
Synaps Request Code:  NP1016865 Ll N¥NIN 0KV DIFTIO , 717D DITI0 , 2% 713n19077T ,0.15% vKANIZR'D DITIo :7'on 7' 1 1 ml contains: Sodium hyaluronate 0.15%, Dexpanthenol 2%, sodium chloride, sodium citrate, CItI’IC\
Component Code: 22.0369.02 APt om acid, water for injections. |
AIN'N DESCRIPTION !

CAD Ref No:
Printer:

Packaging Site:

PIL 135 X 420 (Penta)

Druckhaus Weber GmbH (Bad Tolz, Germany)
Penta Arzneimittel GmbH [DE]
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Bepanthen® Eye drops form a sterile, preservative-free, elastoviscous, clear protective film for the,
cornea. Bepanthen® Eye drops contain Sodium Hyaluronate, the sodium salt of the Hyaluronic acid, !

Substrate: White Paper "2 WA 7w YTIORA N2DW 7Y AT K7 NINWIN DAY ATAR A0 N1OY L I7Y DR ToN NIRINN which forms, due to its physical properties, an evenly, solid and long-retaining protective shield to the |
IN71>' Ay WK ,(7130190777T) BS ['R0M-ND NIZ'DON DMWY NI9'Y 0191, 7V 901 .N"RIN DK WAy eye's epithelial layer without impairing vision. In addition, Bepanthen® Eye drops containi

Barcode 1 Type: N/A ORINIZR'N DIFTIO 7W IN12 NI, TR TYA N7V ANIYE W7 TINY 72un ,0'm 79 0772 NN w9 provitamin B5 (Dexpanthenol), which has the ability to bind a high quantity of water, moisturizes |

Earcoje;-l\rﬂag: m;: AT'RD NINT AN ra1n<ljdcarestthe eye, on the one hand, and on the other hand, supports the Sodium Hyaluronate to‘

arcode 2 Type: old moisture.

Barcode 2 Mag: N/A NN 2wni an (V0N ') 7MO0RTH (NIYNTA MY NK 2X''N) DKINIZR'A DITI0 7¢ 217'Wn The combination of Sodium hyaluronate (tear film stabilizing) and Dexpanthenol

Pharmacode No/NE: ~ 0010(17) |'Vn nbwn? ol (nourishing, calming) protects and moisturizes the eye surface and lubricates it.

Technical & Non Printing Items

. Cutter . Guides
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As a result, Bepanthen® Eye drops cause long-lasting relief from discomforts associated with:

» mechanical stress, e.g. during wearing of hard or soft contact lenses, or during ophthalmlc
diagnostic procedures

- environmental stress, e.g. induced by air conditioning, wind, coldness, dryness or air polluted by‘

Colours N7Yon 17NN IN D'9IPONP'™MA ,AUNN 'DOoNY ,NNAIT? ,NM'0IV'R N'OXN NRXIND MITN YNn7 - cigarette smoke for example |

PANTONEZ& DWAMN 0O YW NOYINN « visual stress from intensive viewing, e.g. at computer terminals, microscopes or during prolonged
[ YInn win'wa 200 NI7201 ,0NYA DNIN NIZI0 0" NI9'0 $u1ea operation of motor vehicles.

- Preservative free Bepanthen® Eye drops are also well-tolerated during long-term use. Bepanthen® |
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Eye drops are suitable for contact lenses wearers. The contact lenses do not have to be removed,

during the application of the eye drops. I

PRECAUTIONS AND WARNINGS
* Do not use the product if the safety ring of the cap is broken or the bottle is damaged.
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L - Due to IhejpeqaL innovative sterile filter system of the dropper_insert, a small quantjtyalways
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. . ':DUD?P oy A mu'; IIN R « Do not touch the eye with the dropper. |
-0'AANA TART AR INYZ DR WNNwUay 'K« ® 3 « Do not use if you are allergic to any of the ingredients. !
-TIND NIYIY DM N7 DMAY 7170 D' NID'0 91090 ,TINN DT DN -« = | 3 « In very rare cases the application of the eye drops may cause irritation in very sensitive eyes. |
wnnwn? v nigT 15- 5 'NNn? ¥, NNNK 0" NNWn / 0UY Ni9toa 7apn win'y 79 0apn - =3 « If you also use other eye drops / eye ointment, wait about 15 minutes. Bepanthen® Eye dropsw
.9102 TN D™ NI9'0 ©jVIv2L ; should always be used last. ‘
JIVIXD IN NINNIT DMWY UNNWAYT |'X * 4] + Do not use in infected or injured eyes. |
TRIDENT |'MNNY71 ,NRdN 719NN NN YINNT7 U NN-T? nT vt WIowo wal D PNT  wIn'vn INKY7 - & * Temporary blurring for a brief period may be experienced after application; avoid driving, operating;
NIPN NIMY YN ARRINY TV o |z machinery and wait until normal vision is restored.
) Co!n;ughl Ho:sek, iowwn:uémaigag " JMINNN ATARD 7V1MY9-27 790 7 7V PINAN ,NAI9NN JIRA MNK DUIWA NI WANWAY K « | —— a % *Do rI:OthS[Z thebeye drops beyond the expiry date, which you can find on each multidose container and \ —
ngsweo ”?"sz(oa)'@;a’zwo Enaren NINYI MOF NIND ,NDVOLN 7W MO 77N W NIYTNAI NTNIMA N7I00N 10N Mwn WA | —— & | 5 on the folding box | —
ST T TSI TTTTToTooTTTTomommmooog PRI TN o remains in the bottle. T
Please note that any low resolution paper Canon colour ! DMIYRIN NNTM9N INK7 D'WTIN 12-7 72yn 0U1'WA NI9'0I WNnwn? 'K« | « After first opening use not longer than 12 months. }
copies associated with this job should be referred to for | vin'y nixIn APPLICATION |
content, layout and colour separation only. "anx7 (1) Nk 110N TY 9150 Nd'wN T 7Y [IN0RAN NYAL X 1'0NY7 W' PIAPan DX NINSY7 nn 7y | ‘
I ! To open the bottle, remove the safety ring by pulling on the designed flap until it is I
(2) n7yn 975 Nd>'wN T 7Y PPON DR Y'ON7 W PN |
} R ! 1= ! | completely removed (1). Then remove the cap by pulling upwards (2). Tilt your head back a little, look
Uﬁgmgg&;;c;m;gég%?:gg##%g;'s | VNN 7NN INNNA QU9 NX NI*TVA JIUN7I 17UN 1973 72N0N7 NINK7 bun WK IR NIoA7 W' upwards and gently pull the lower eyelid away from the eye. Keep the bottle with the openlngw
PERMISSION FROM TRIDENT. | DI 'TD 0'0Y9 5-3,|'VA 7¢ N'ANTA 77 NNK 19'0 UDL7I AN '97D NNDA DY 7IAFAN MK 'TNN7 W' | downwards and instill one drop in the conjunctival sac of the eye 3-5 times daily by firm, prolonged
|7V 970 W TRKAIT'O AWOKYT T NI'D'RA DMI'WA DR DIxY? W' (3+4) nowimnl npTn ﬁx'n'7 NIV¥NN pressure (3+4). Close your eyes slowly to allow an even distribution of the liquid on the eye surface. |
STUDIO USE ONLY Samuel Busby v1.0 ! 'n 1o | Avoid any contact of the opening with the eye or the har_\ds ) !
i .D"TN IR D'I'WA DY NN9N 7w vann yanrin? u A remaining drop on the opening should be removed by light tapping on the bottom of the bottle. i
SmeArt check results:  G=1; 0=9; R=0; - SB - 13/08/18 12:51:51 | 712720 NN 2V NI N9 T T 7Y NN 20 N910n NMRY DX 107 W : Close the bottle now by pressing slightly_ the cap on the opening (5). ) :
| (5) nnon % PPon 7w N7 AX'NY T Y PIapan DK T 11207 w If the discomfort gets worse or does not improve, please consult your ophthalmologist! ‘
FONT SIZE PANEL ! D"y KON YWINT7 W' 19NWN IR IX 'R0 TNRANY ANpnd | @/ !
! - = .
| N5 = N dIRYE : |
. - ] |
Main Text (body copy): 7.5pt 1 1 i | N |
‘ = ‘ 29) ‘
| [ |
Height (based on lower case x):| 1.3 mm ! /%@\ ; 2 5 !
| 2 3 3 | The special sterile filter system of the dropper causes also a waiting period of a few seconds without,
I ! pressing the bottle after every abstraction, to enable an air inflow back into the bottle. Without this!
ARTWORK | N¥'NY K77 NIMW 19010 7U MNNN [0TY 9012 NN NBVSLA 7W NTNIMA N'7V0oN [11'0N NN | waltmg period an additional a}?stractlon is hindered. ?eﬁaubse Olf this physical reason there is also,
' NARYN DT NINAN AT K77 712727 DATN VIR DINAIT AWOKYT NI 7Y ,NARY 75 ANR7 piapan ! applied pressing necessary with increasing emptying of the bottle. !
APPROVAL PANEL | 712720 17 1IX7 N901N NX'N7A IX DA W' IT N'T'S N2'0 7w .NIYORNN N1'K NO0IN : :
£ [ ! |
. . £ | | |
Packaging Site Approval: g e ke e e w
| | |
| | | |
[ Name: | | | L lonw | ' STORAGE |
| R'OPNY 'R .25°C TV 2°C 7w MIVIDNLA [ONKT7 W' | i Store at 2 °C to 25 °C. Do not freeze. |
| Date: | | ! ANN7 7790 DY 712720 NN 11207 W' L|10I70 NTIIXA 712730 [IONK T 70 2NN An7 W' | | Protect from light by storing the bottle in the folding box. |
! Umn | i Close the bottle after using with the cap. [
1 . | . |
| Action: | | | .07 9Y 0T AwTNn PNt W i Keep out of reach of children. |
| TIRD U1 TN 7D 7V D'WA0M NAI9N 1IN Y 21 NIXK 190N 1 ! Lot-number and ¥ expiry date are printed on each label and folding box. !
Country Approval: ! .D'"UDON D'NIN2 NIX" [STERLEIA] | ! Aseptic manufacturing. !
! NIDYAN WIN'WA NIXIINA ["Y7 W' WIN'W [DIRI 1IKNY (13 | i [1i] For description and mode of application see attached instructions for use. !
. | " | |
| Name: | | | JIONK MIL19N0 | | | Storage temperature. |
| Dato: | | | 0129 71220 DX IX MIAY N0dNN 7W [INVAN NYAV DX WWINI WNNwA? 'K §) | | &) Do not use the product if the safety ring of the cap is broken or the bottle is damaged. |
i | Ce Arxn 7T | | PACKAGING SIZE C€ |
| Jra— | | ! 0483 5" 1X10 nnon AT | ' Commercial unit: 1x 10 ml. 0483 |
. | NI N¥'N DY | ' NAME AND ADDRESS OF THE MANUFACTURER: !
: .N'INN2, Penta Arzneimittel GmbH, Werksstrasse 3, 92551 Stulln d | : d Penta Arzneimittel GmbH, Werksstrasse 3, 92551 Stulln, Germany. |
| . 45240 Jnwn TN, 36 wann 'mM ,YJ"_U]. YNAY TN DY YA ! | REGISTRATION HOLDER: Bayer Israel Ltd., 36 Hacharash St., Hod Hasharon 45240. |
| 22.0369.02 109-7626700 :[i970 | | Telephone: 09-7626700. |
! 15920406 \"aX 07192 DIWAN 150N | i REGISTRATION NUMBER IN THE MEDICAL DEVICES REGISTRY: 15920406. \
. - 1 i | | |
| | | |
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