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pharma business solutions

Ne 2101299-3n12102999 om 01.09.2021 ID PocaapasHaa3opa: SS,ZZQ 6 ?

NOATBEPXAEHWE COOTBETCTBWUA
cepuu/NapTHU NEKAPCTBOHHOrO Npenapara AnA MEAWUNHCKOrO NPUMEHEHUA
TPeGOBaHUAM, YCTAHOBNEHHbIM NPH ero rocyAapcTBEHHOA PEruCTPaLUK

AxunoHepHoe obectso «OPOE» (117556, r. Mocksa, yn. ®pykrosas, A. 3a, KOMHaTa NpasneHns, OrPH
1027739451410) noaTeepaaeT, 4to nexapcTBeHHEIA npenapar;

ANNIVERSARY

Toproeoe HaMMEHOBaHWe, Buma6axkm®, kannu 2nasHsie, 0,05%, 10 MA, gpnaxkoH-KanenbHUUs! (1),
nexapcTeeHHan opma, nayKu KapmoHHbIe
03upoBKa, hopMa Bbinycka
MHH MuknoxcuduH Naptus (ynak.) | 97800
Cepusa 5P04 l [ara eeinycka 01.02.2021 CopeH Ao 02.2023
PY 1 N014701/01 om 22.12.2008 HAO 1 N014701/01-221208, usm. 1-3
(dama ogpopmnerus 15.01.2020)
HauMmeHoBaHue M CTpaHa INabopamyap Tea, ®paHyus
nepxarens PY
HaumeHoBaHwWe 1 agpec MpoN3BOACTEO rOTORO NeK, (POPMbI, NEPBUYHAA YnakosKa,
npoMaBoAUTeNA BbiNYCKAIOLMA KOHTPONb Ka4YecTBa: SKCONbBUXH, DpaHyus

Rue de la Lombardiere 07100 Annonay, France
BropwuHan ynakoska: Cepeunak, ®paHyus

SERVIPAC-VALENCE, Cours Offenbach, Route de Montelier,
VALENCE, 25000, France

Ha OCHOBaHWH:
cepTudukaTa aHanuaa npouasoautens Ne 644 om 23. 07.2021
ceprucukaTa Ha Bbinyck Ne 6/ om 23.07.2021

aHanu3a AOKYMEHTauuu Ha noctasnaembiit JIN v OUEHKN COOTBETCTBMA NO nokasarenim HO «Onucanue»,
«Ynakoekar», «MapkupoBka»

cootsercTeyeT TpeGoBaHWAM, YCTaHOBMEHHbIM NpU €ro rocyAapCTBEHHOW perucTpauvwi W npuHAMaeT
gemenue 0 BEOAE NEeKapCTBEHHOrO npenapara B rpaxaaHckud o6OpOT Ha TeppHUTOPUM Poccuiickoi
eaepaumnu.

COOTBETCTBUE NOATBEPKAEHO. /

HavansHuk otaena cepmd:y_ma’fiiﬁu : ‘ / LL [KoxesHvKoB M-A.f —
PaspeLuaeTca BEOA B rpagéa&gxgg@;pm U b , e
HayanbHuk oTaena Kauet{:“;rg& w}};fﬁ; S . ,ﬁgora;rblpgpa 0.B./
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ORFE AO
ul. Kantemirovskaya 68 Tel: +7 (495) 2340401/03 orfeao@orfe,ru
115477 Moscow, Russia Fax: +7 (495) 2349798 www.orfe.ru




EXCELVISION

APV cyScTanLua

picloxydine I nurnoxcugus

CERTIFICATE OF RELEASE
CEPTHOHKAT HA BbINYCK

AFl Manufacturern

Ghamische Fabrik Berg GmbH, Mainthalsirasse 3
D-08748 Bitterfeid-Wolfen,

GERMANY/

NponssopTem. cyScramyws:

Komwie ©abpux Bapr NubX, Mepuatmn

Iw?a_u—'m"
BHTABAKT®

Russia
|Poccum

You
No

X

a Excetvision

M No1470101

[Picioxydine dihydrochioride 0.08%
Nurnoxcudune

Susudpoxmopud 0,08 %
EYE OROPS

KAINNH FAAINLIE

16 mi
10 un

Transpareni Boltle ;
QIEXOH-ANANG HALA NOMIITHNENO BN
oarton box/ naMKa KEPTONWAR

P04

OFPROJITEY

01022021

[0z

97 800

27, ru de s Lombardidrs / 27, yn. flowtapdeop
07100 ANNONAY France ! 07100 AHHOHE. ®PAHUMA
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PeIynamame
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POSBHUN

Certification statement ;

| hareby certity thal the sbove Information i authentic and accurate, The Active Pharmacauticsl ingredisnt has been manulactured in full

and quality conirol at tha sbove

Including packaging/labeling
muu(nhummuwmuuwmmmmumnwmmmm
Authorisation of the imporiing country or producl specification fiie for investigationsl Medicinal Products, The balch processing, packaging snd
analysis records were reviewsd and found o be in compliance with GMP,

Wm.mw hop ool U 0. Axmusneil (o pusyser -
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B coomeemcmeuu ¢:

Version 2 (17/0872021): modification of the CoC according to Russlan specifications

In conformity on: /D/O?fZi .

—

Dapusyesm no 0GECHEVEHUID KEYSCITIEE NPODYNULY

Anals Quiblier

Product Quallty Assurance Pharmaclst

on behalf and by delegation of the Qualified Person -
OM UMSNU U NA NOPYNEHUR NHO20 COMPydnuxa
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Tel.: + 33 (0}475 324 040 * Fax: +33 (0)475 677 158+ 8.A5. au capkal ds 30 000 000 Eurvs * 335 820 884 ACH Avbenas * N TVA: FR 82 335 820 684
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EXCELVISION

CERTIFICATE OF ANALYSIS (113)

VITABACT® / BATABAKT®
Eye-drops 0.05%, 10 mi/ kannu rnaskbie 0.06%,

10mn

dropper bottle/ gnakon-xanenbHilUa

carton box/ nauka KapTOHHaR

AD02014200 VITABACT 0.05%, Eye drops, solution, 10ML 8V RU THEA (BuraBaxr-0.05% KANNM FRAIHLIS )
Batch No / Cepun Ne . 5P04
Date of manufacture/ara 01/02/2021
nponasoacTea:
Explry date/flaTa wcreveHus cpoxa 02/2023
FOAHOCTH
Tests/ Moxazarenu Specifications / Cneuwcukauuna Rosulte/ PeaynkTatel
Charactars/ Onncanve : Clear, colorless or slightly yellowish solution/ Mpo3pauHuii Clear, colorlass or slightly yeliowish solution/

GecUBaTHbIA WNH CNBIKE IKBNTOBATLIA PacTeop

MpoapauHsil BecuasTHrA WNK Cnerxa XenTosaTsIA

pacrsop
Identification/ MoOANHHHOCTL:
Picloxydine dihydrochloride/ Tr sample = Tr standard/ Complles / CooTeeTcTayeT™
__|nuknoxcuanka aurnapoxnopwa BpeMA YARPXMBEHAA OCHOBHOO NWKA HA XpOMaTOrpaMme
UCNLITYOMOro PACTEOPS AOSINHO COOTBETCTBOBATE BPEMBHH
YAGPWMBAHKR NHKE NAKNOKCHANHE IMAPOXNOPHAR Ha
XPOMATOrpaMMme CTaHRapTHoro pacTaopa.
Polysorbate 80/ NonucopGar 80 Qualitative reaction/ KauecrsenHan peakuva According to requirements/ B cootseTcTaunu ¢
TpeGoBaHnAMK
Glucose/ Mniokosa Qualitative reaction/ KayecTeenHan peaxuwn According to raquirements/ B cooteeTcTaum ¢
TpefoBaHuAMK
Clarity/ NpospadHocT, £ Raf. susp. | MpenapaT AgosweH GbiTe NPOIPAYHLIM B Complies / CooTeeTcTayer
CPaBHEHWN ¢ BOAON N aTaNoHHOA cycneHaued |
Coloration/ LigeTtHocTs Solution < B8/ WHTeHcHMBHOOTL OKPACKA NpeNapaTa He Complies / Coorsercrsyer
AOMKHE NPOBLILATE WHTBHCHBHOCTL OKPacKK JTanoHa B8
pH 40-68.0 5.4
Particles/ Mexaxuyeckne Absence of visible particles/ Bunumuie MexaHHyackue Complies / CooTeeTcrayeT
BRIIOYBHUA BK/TIOMEHWA AOMXHb OTCYTCTROBETD
Freezing polnt/ Touxa saMepsaHua 0.563°C/0.59'C 0.56 °C
070.63 200,50 °C
Related Impurities/ MocTopoHHue Sum of related substances NMT 5% / 0.3 %
Cymma npumecad He Sonee 5%
Volume/ HomwHaneHbifl ofuem 2 10 ml/ He MeHee HOMWHANLHOrO 10,0 ml (mn)
Sterility test/ CrepunsHocT: Sterile/ Npenapar AosokeH GbiTh GCTEPUNEHBIM Complles / CooreeTcrayeTt
Assay (for 100 ml)/
KonuyecrsaHHoe onpaaeneive
Picloxydine dihydrochloride/ 47.5mg ! 52.5 mg (for 100 mi)/ 48.8 mg (wr)
NWKNOKCWAWHA AWMMAPOXNOPHA Or47.6 po 62,5 mr/100 mn
Package/ Ynaxoska: 10 ml eye drops In LOPE dropper boltle. 1 dropper-bottle in

a carton box with 8 package Insert label/
Mo 10 Mn B nonuaTneHoRui dinaxox-kanensxuly. Mo 1
hnakoHy BMBCTE C WHCTRYKUMel NO NPUMEHBHUIO
NOMBLUIIOT B KAPTOHHYIO NauKy. r e

10 mi eya drops in LDPE dropper bottie. 1 dropper-
bottie in a carton box with a package insert label/
Mo 10 mn B nonksTHNEHOBOM hnakoHe-
|xanensHuye. Mo 1 nakoHy BMECTe ¢ HHCTPYKUMeR

1O NpUMEHEHHIO B KapTOHHOM nayke,

CONCLUSION RELEASED ON 49
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AnaTls Quiblier
Product Quality Assurance Pharmacist

Meneawep no kayecTey
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Varsion 3 (17/08/2021): modification of the CoA according to Russlan specifications
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EXCELVISION

CERTIFICATE OF ANALYSIS (213)

VITABACT® / BMTABAKT®

Eye-drops 0.08%, 10 ml/ xannw rnazsele 0.08%, 10 Mn

dropper hottie/ chnaxo-sanenuHnLA carton box/ nayxa kKapTOHHER

AD02014200 VITABAGT 0.06%, Eye drops, solution, 10ML 8V RU THEA {BuraSaxr 0.05% kanmnv rnasunie )
Baich No/ Cepun Na: EPO4
Dste of manufacture/lara 04/02/2024
npoUsEOACTRA:
Expiry date/flara noraveswn  02/2023
CPOKA NOfJHOCTH |

Teaty/ DorasTenn Specifieations / Cneunducauns Results/ Pesynratul
Labelling / Mapxuposa: Mepaivisan ynanonia TcpoisHAR YRAKOBKS

Ha ITIKeTXD SNAK0HE HA DYCCKON NN K8 YEIQMBAIOT: TOPIOS0e HEskainie
npenapata ¢ ®, NEXAYH! HENETEHTOSAHIIOS HESAHILE,
ACKAPCTCHHAS (OPAS, KOHUSITPELAS, 0OeM, «XPaNiiTL § HEAOCTYMHOM
nax fietent MecTen, eCTEpLNLHOR, ATT00NE DOKPWTIA QASKDHA RCROALIOEATE
» revenns 1 mecauas, «fIpiaesinrh COPRACHD MPIAONOHHOL INCTPYKIDNM,
7o | karvie 2-6 pay B CYTII! 8 A, WSSRHISE W CTPANY KOMDSHMI-
saaensiia PY, Umisamse i GTPARY NPOIBOAITENS, YCHORILS XDAHCHTL,
ROPOTIT KOMEMII- BnaELE PY (HE ASTIHOKON F3Ke); NOMED CEPILL,
ARTH MPOIIBOACTAA 1 DXOKMANNA CPOKE FOAHOCTR, BHYTPEHHRS
YIAXOROUHBIE KOZM KOMITRHHIL

Bropustiag (MOTPeCITENLEKAR) YTIRKOBKR

DEKG H c

il RUG| b 1)

{11 DTOHHON U KE HE DYRCRO) i K
YXEORAMIOT: TOPrODOE HAIBAMIE FIPENapaTa € ©, NEWRYIAPALOS
NCRATSHTOBANHOE NEIBANIG, NEXEDCTCI AN GOPNA, KONLEITPOLLLA, Ouem,
coctas 8 | Mn, 6nocos opieneHia («/UIN MECTHOMD RPIMEIICHILES),
yenomia xpanciis, €XpaHETS § HEROCTYNHOM AAx aeTell Mecten,
«JTpIMERITE COMARCHD MPHACKEHHON HUCTPYRIDUD, sCrepnnsnos, ellocac
SCXPMTIIA LRAKOHR HCNOAXIONETS B Tedenite | wecqum, oflo | xanne 2-6 pay
3 CYTXII B CARYD, YCROBI OTITYCKS, BETRAHID I RRApEC (ropon, cTpane)
xouranmn asazenkus PY, 0 allpoiseseno: Decenuitk, AunoHe,
GpanL, HOTOTIN KoMnaNI-aEaneabUs PY (18 AETiHOKDM naxe),
LWTPUX-KOA, HOMOP PETHCTPALIIONHOND YAOCTORCREILL, MOMEP CEpIL, ARTL
UPOICSBQACTR I OKONMANILA CPOKE TOAHDSTII, BIYTPRIIMNIIE YNRKDBONHAIS
KO/AM XOMITRHILIE CPEACTES HACHTHHKAMNIN ARE MOXITOPINTE ARIDRAHILE
REXSPCTBEMMLIX NPENAPATOS B BILAE ABYXMEPHOD LITRIXOROMD KORA Data
Matrix, FAOSATEROMD HASHTVGMKALIIOHHOND HOMEPA TOPrOBOH amMHITLM «
GTIN, InGRIBIIYARSHOTO CEPIIHOM NOMCDA TOProNOf BRNNIL <8N.

YXAIMANQT: TO P 10 BO & KIIBAKNE NpenapaTa ¢ @, MewaynapanKoe
HENATEHTOBSIIOE KEIDANILE, NEXSPCTREHIAA HOPMA, FOHUONTpaLLA, 00BN,
cocran ka 1 M2, 6110006 npiNeHeNiis (SfL1R AIECTHOPD MpUAeRIMan),
yeRORIIS XpRHEHNA, SXPAHIITE B HANOCTYNHOM AR AeTell MecTeD,

oI TpmacHaTs cornacho npitaossiiol mcTpykinm, «Crepnasios, alocne
BCEPWTI IRKOMA IICTIOASI0BATS 8 Tewonne | Mecaups, «fTo | xarine 2-6 poy
 CYTIIL B FARIY, YCRORMS OTRYCKA, HESSSHHE 1 Anpec (rOpOR, cTpana)
xoMnamu Anagenss PY, «fTpoisseasio; Sxcennainxt, Awmaie, Spaniyun,
Y naxoaaio; Cepoiinax, Dpasiutes, noroTan xosnguun-axagansis PY (wa
TATIIHCKOM FIMIKS), INTPINK-KOA, HOMEP PEMVICTPRIKONNOD YAOCTORCPEHIL,
HOMCP COPHIl, AATM MPONIBOACTSS 1} OXONUAHIIA CPOXS NDAHOCTI,
BHYTPEHHIIO YRAKOROUHMLE KOZM KOMNAKHII, CPEACTES IREHTH KA ARS
MOKITOPHHIS NBHAEHIIA NEXAPCTBEHHMX TPCNAPATOR B BILAE ABYXMEPHOTD

Toprosoft eannsisd - GTIN, ingusnayatsHoro cepnilnoro soscepa Toprosoll
eanHnuM - SN.

| Ha arieTxe GnKOHA HA DYCCXOM K3 KD YIEOANM: TOProsoe L LU
npenapara ¢ ®, NEXAYHAPONOE HENETEKTORAIIOE Hmmaniie,
nexapCTREHHAN GOPA, KOHUSHTPRLOLS, oBwen, sXpaliiTE B HEAOCTYNIOM
Ann aerell stecres, «Crepianuos, «10La8 SCXPMTIS GRAXONS HCRORKIORITE

«ITo | kansg 2-6 P B CYTER B 709, BEISANIG 1t CTPSHY ROMOMIEI-
sasAcabia PY, REGRAKNS N OTPAKE MPONIBORHTENR, YCNOSILA XPRHCHILY,
noroTan KoMNSHm-] BaacAss Y (e ARTHHCKOM ASMKE), NOMED CEpil,
BaTA NPOUIAOACTEA i GKDHWENNE CPOXA FOANOCTH, BXYTPEHHIE
ymmmu KOAM KOMODAHIIL

Dropiunas (NOTpefHTEAREKAN) YHAXODKE
O [Op g - (H B3 KBy

At AL 114 8 HA DYTCKDAL A2 MBS
YKEYAHM: TOPFOBOE HEISEHIIE NpENapaTa ¢ ®, Mexaynapon
\ICTIATEHTORSHHDE HEISENIE, NEXAPCTRENNLS (OPMS, XOHUSHTaIIIA, Ofues,
cocras Ha | ma, cnocol npimeeiesutn («fln secTioro TIpUMENEHIL),
YCIOBUA XPRHCHIL, KXPANITL B NGADCTYNHOM AAR aeTel MecTes,

o TpIMEHRTE COFABEHO NPRAONEIION JIHCTPYKIINS, «Crepuasnon, «llocne
RCKpMTILL (RIAKOHS 11CNONSI08ETE B TeueHie | secauas, aflo 1 xanne 26 pm3
8 CyTKM B T1O3, YCAOBHN OTTIYCKA, HASBAHNE il AApeEC (ropos, crpata)
xommaniin ananeasun PY, «TTpoissensiio; Sxcenssinky, Alxone, Spauuitn,
AOFOTMT XOMNAHIH-BAANCABLA PY (WA ANTIHEKOM KbIKE), WITPHX-XOL,
HOMep PEriCTPALITOHHONO YIOCTOBEPENILA, HOMTD COPIIIL, ASTR NPOIDBOACTHY
11 QXOM'HITS CPOKS FOANOCTA, BHYTPSHNILE YIIAKOROTHME KO XKOMNARIN,
CPANCTEE HABHTHGNEALIIN AR MOKITOPIINTE ANIDKENILE NEKAPCTACIILX
ApenapaTos B SHAL ARYXMEPHOND ITPHXOBOID KDAR Data Matrix,
rROBARLHON® HASKTHGIIRALIGNHOND HOMEPA TOProsal esiHmIwm! - GTIN,

I BBAYARSHOrD cepulinoro noweps Toprowoll easiHin - SN,

fx it [ify it AMES RYSCKOM
YEAIANG’ TOPrODOE HAISAHIE NPAREpATA ¢ @, MEXAYHEPORNHOC
HOORTSHTORRHHOS HATRAHNE, AEXBpCTRRHHES (OpMA, KOHUEHTPaUIA, ofsex,
cocTan 1 | s, enocol mpiteseniia (¢flan SIECTHOND NPHAGIICIAY),
ycaomitn xpaiseimit, €XpAHITTE B HGROCTYNIIOM AAA AeTell MecTex,
W[1pitMeHsTS COTARCIO NpancaeHoll RACTPYKILND), «Crepiusnon, ellocne
SCKpATILE RANORA ICNOALI0BATS § TewaHNe | Mecaiu, «TTo 1 xanne -6 pm
B CYTUIN B FRESH, YCNORILE OTTIYCAR, BEYBEHIN 1t ARPES (TOPOA, CTPaHA)
xoMmani aagaeasua PY, {llpoisseseHo: Sxceasningh, Annote, Gpaniiu,
«Ynaxosano: Cepstinax, Gpainuios, AOToTin kosnusm-snanensus PY (wa
METHHOKOM TIWKE), WTPIX-X0A, HOMEP PEMICTPBLHOHHOMN YAOCTOBEpEHIIA,
HOMEp CEPIIL, NATA NPOITIBOACTEA 1| OXDNUANIIA CPOKA FOANOCTI,
BHYTPENNHE YNAKOBOMNME KORM KOMIAHINT, CPENCTSR NARITHDUKAWILH SN

D |AXODKE o 1 PIOHHD

urTpixosoro koaa Data Matrix, raoSansHoro aeHTIGHKANIOHNOM mmprl

NOMITOPIATE AN{XEHIN NEXAPCTRCHNMX NPENAPATOR B BIIAE ABYXNEPHOID
1TPIX000r0. kaAa Data Matrix, roGankHOre IREHTIGIIKIUIOHHOTO HOMEPR
Toprosofl emmtiiam - GTIN, smps cepuilnoro iomepa Toprosolt
exmnnmi =8N,

N o p ey

- 1AL 1

|

w0
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EXCELVISION

CERTIFICATE OF ANALYSIS (3/3)

VITABACT® [ BUTABAKT®

Eye-drops 0.08%, 10 mi/ xanny rnasxsie 0.08%, 10 Mn

dropper bottle/ danaxoH-kanenLH1ua

carton box/ nayuxka xspToHHan

AD02014200 VITABACT 0.05%, Eye drops, solution, 10ML 8V RU THEA (Burataxt 0.08% Kamnm cnsaHeie }

Balch No/Cepua Na: 5P04

Dale of manufacture/aTa 01/0272021

NPOMIEOACTSS!

Expiry date/flaTa ncrevenwn  02/2023

CpOKa rogHoCcTH |

Tests/ Moxnyavenn Specifications / Cnenudpuwaunn Resulty/ Poayastamst

Labelling / Mapxnponxa:
Primary package Primary package
On the bottle in Russisn language poini: trade name of drug ®, international ; trade name of drug ®, international
nonproprietary name, form, concentratlon, amouni, *Keep oul |nonproprietary name, pharmaceutical form, coneentration, smount, "Keep out

pharmaceutical
of reach of children®, "Sterile”, "ARer opaning bottle, use within | month®,
“Apply secording to the attached instructions”, *1 drop 2 to 6 limes n day in
the eys", the name and country of the company that owns RU, the naine and
country of manufacturer, siorags conditions; the logo MAH (in Latin); the
batch number, date of production and expiry dats, iniemal codes packaging
company.

|Secondary (consumer) package

ckaged by Excelvision site on & canfboard pack In Russian are indicated:
trude name of the drug ®, intonational non-propristary name, dosage form,
concenirstion, volume, composition per | mi, method of use (*for local use™),
storage condilions, *Keep out of reach of children®, *Use according to (he
attached instruclions®, "Sierile®, “afier opening the bottle io use for | month®,
“1 drop 2-6 times a day in the eye®, vacation conditions, name and sddress
(city, country) of the company MAH, "produced by Excelvision, Annonay,
Francen, logo of MAH (in Latin), bar code, registration certificate number,
batch number, production and expiry date, intemal packaging codes of the
company, MDLP information is printed as following: 2D data Matrix code,
global identification number of the trading unit - GTIN, individual serinl
Inmnbcroﬂha trading unit- SN.

ICKASET O Of A& CAIUDORY PACK 1IN RUSSIAD B IDCICRI
name of the drug @, intemnat non-proprictary name, dosage form,
concentration, volume, éomposition per | ml, method of use (*for local use™),
storage conditions, *Keep out of reach of children®, *Use sccording 1o the
uttached instructions®, *Sterile*, “afler opening the bottle use for 1 manth®, |
drop 2-6 times 8 day in the eye", vacation conditions, name and address (city,
country) MAH, "Produced by: Excelvision, Annonay, France”, *Packed by:

number, baich number, manufacturing and expiry dates, intemal packeging

serial number of the (rading unl-SN.

of reach of children®, "Sterile®, "ANer opening bottle, use within | month®,
*Apply sccording 10 the aliached instructions®, *1 drop 2 1o 6 times a day in
the oys”, the neme and country of the company that owns RU, the naine and
country of manufacturer, storags conditions; the logo MAH (in Latin); the
batch number, date of production and expiry dats, intamal codes packaging
company.

Secondary (consumer) package
O P . Excelvisi o

L BC! glvision sitc DORIG DO i ussian are
indicated: trade name aof the drug ® , International non-proprietary name,
dosage form, concentration, volume, composition per 1 ml, method of use
(*for local use®), storapes conditions, "Keep out of reseh of children®, "Use
according lo the attached instructions®, “*Sterile”, "after opening the bottle to
use for | month®, *1 drop 2-6 limes 1 day in the eye®, vacation conditions,
name and address (city, country) of the company MAH, *produced by
|Excelvision, Annonay, Prances, logo of MAH (in Latin), bar code, registration
certificate number, batch number, production and expiry date, internal
packaging codes of the company; MDLP Information is printed as following:
20 datn Matrix code, global identification number of the trading unit - GTIN,
individual serial number of the trading unil- SN,

Red Dy cird

'd, ped DY SETYIRAC on board peck in Rugsian are indicated:
irade name of the drug @, international non-proprietary name, dosage form,
concentration, volume, compesition per 1 ml, method of use (“for local use™),
storage conditions, "Keep out of reach of children®, *Use according to the
attached instructions™, “Sterile”, “sfter opening the bottle use for | month®, * |
drop 2-6 limes a day in the eye", vacation conditions, name and sddress (city,
country) MALIL, *Produced by: Excelvision, Annonay, France®, *Packed by:

Servipac, France", the logo of MAH (in Latin), barcode, registration centificate Servipac, France®, tha logo of MAH (in Latin), bar code, registration

certificate number, batch number, manufacturing and expiry dales, intemul

codes of the company, MDLP information is printed as following: of 2D Data packaging codes of the company, MDLP Information s printed as following:
Matrix code, global identification number of the trading unit GTIN, individul|of2D Data Matrix code, global identification number of the trading unit

OTIN, individual serial number of the trading unit-SN.

Shell life 24 months

Cpox ronxoctit 24 Mocsua

Storage conditions / Xpasesue: |Store at temperature 15 - 25°C / nps veunepatype 15 - 25°C
Conclusion;

3mumouene:

Baich smmples submitied for analysiy comply with requirements of ND IT NO14701/01.
O6paium cepityr, NORIHHME K8 REARHS, COOTBETCTRYIOT peGonanius HJ 11 NO14701/01-221208

Jaxmovstiue b

CONCLUSION: RELEASED ON 3 /07 /] |
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Anals Quiblier
Product Quallty Assurance Pharmacist
Meronmep no xavecTsy

Version 3 (17/08/2021): modification of the CoA sccording to Ruasian specifications
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