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flmportin8 country / CrpaHa 88o3a: Russia / Poco.i

Marketlng Authorisation of importing country /
P eeu cm poLluo H Hoe ydoc m oaepe n u e c m p o H bt geo 30 :

nn-Ne1003525)-(Pr-RU) or 27.10.2023

Active Pharmaceutical Ingredient batch and
manufacturing site /
Cepun u npou3eod umeno Qopuqqeemuqecxoi
cy6cmonu,uu:

L€vof loxacin / nesooro(caqx]l
Batch / CepHn: AB85001
lvlanufacturing site / npon3BoAhrerb:
Alfresa Fine Chemical Corporation / M0peca OaiH KeMr{t(an

KopnopeiuJH
1-10-1 Mukaihama, 010-1601 Akita, iapan

l{ame and address of bulk manutacturlng slte /
Ho3eoHue u odpec npu3eodcmeo zomoeoi
n et<o pc mse H H o, Qo p M bt :

NextPharma Oy, Finland / AO HeKcrOapMa, OuHrAHAua

Niittvhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence / /lhqeH3xn: FIMEA,/2020/000897

GMP EAEU: NgG M P/EAEUIRU/@372-2022

Name and address of packaging site /
Ho3eoHue u odpec nnoulodxu, omeeqopu4ei ss
ynoK06Ky:

Primary PackaSint slte / ntoqaA{a neparqHoF ynaxoal(x:

NextPharma Oy, Finland / AO HexcroapMa, Orxanx4rn
Niittyhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence / ,nhqeH3xn: FIM E Al2O2OlO@897

GMP EAEU: NgGMP/EAEUIRU /00372.2022

secondary Packating slte / nrtoqaAka aroprqFoi ynaxoaxr:

Manufacturing Packaging Farmaca (MPF) 8.V., the Netherlands /
MaHyoaK{yp[Hr nexrAxrH OapMat(a (Mno) 6.8., HxAepraHAbl

Nept!nus 12, 8448 CN Heerenveen, the Netherlands

Manufacturing Licence / /l!rqeH3xs: 108630F

GMP EAEU: NsGMP/EAEU/RU/00572-2022

Name and address of release site /
Ho3eoHue u odpec npou3sod umenr (Eunyct<otoului

KOHmp1nb xoqecmao)l

Santen Ov, Finland / AO CaHr3H, Ol1HrnHArn

Kelloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licence / /lrqeH3la8: FIME Al2O23/OO5935

GMP EAEU: NSG IVI P/EAEU/BY 1OO378.2O25

Presentation form /
OopMa Bbrnyc|(a

Eye drops, 0.5 % (dropper bottle) 5 ml x 1 (carton pack)/
Kann11 rra3Hbre,0.5 % (olaxot-xaneausr'rqa) 5 Mn x 1(naqxa

KAOTOHHA')

Stability period / cpot< zodHocmu: 3 years. Use within 28 days after opening /
3 roaa. hcnorb3oBarb a reqeHhe 28 AHei nocne ofxpblrht

Storage condftfons / ycnoaua xpove{un: At the temperature not higher than 25"C /
npl4 reMneparype He sbrue 25'c

Labelcode / Xoa srrxerxn P110600014297

carton code / Koa navxr xaprorxoi P101100014296

Leafl€t code / Koa fMn P090800014769
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Test/ noxa3arerb Requirements/ HopMbl Results/ Pe3ynbrarbl

Packaging /
ynoxoeKo:

5 ml in a low-density polyethylene bottle with a

dropper-tip and screw cap. The bottle with the
leaflet is in the carton pack. /
no 5 Mn pacrBopa Bo (bna(oHe r3 no.nr.r3TrreHa

Hh3xoi nrorHocrr c HaxoHeqHxxoM-Rane,nbHxqet

r 3aerxlrearcu{eicl {pbr.t'tKoi. (DnaKoH c

rrcrpyxqrei no nprMeHeHxto noMeularcT 8

Ka0ToHHVlo naqxv.

5 ml in a low-density polyethylene bottle with a

dropper-tip and screw cap. The bottle with the
leaflet is in the carton pack. /
flo 5 M, pacrBopa Bo oraKoHe u3 norr3Tr4.neHa

H|a3koi nrorHocrx c HaxoHegHrxoM-KanerbHr,rL{ei

r aaeurvreaou.leicn Kpbru.rKoi, OnaxoH c
rlHcrpyxr4rei no npxMeHeHrKr noMeu.{eHbr B

RapToHHy|o na9xv.

Labelling /
Mopxupoaxo:

The followine information is indicated on the
orimarv oack {labelofthe bottle) in the Russian

lansuaee: the brand name of the medicinal
product with R, international non-proprietary
name (in Russian and English), dosage form,
quantitv ofthe medicinal product in ml, strength,
batch number, expiry date, warning: "sterile.",
method of administration: "Topically." company
logotype in Latin letters "Santen", name and

country of the registration certificate holder,

code{s).
The followins information is indicated on the
secondarv oack lcartonl in the Russian lancuage:

The followins information is oresent on the
orimarv oack (labelofthe bottle) in the Russian

lanpuage: the brand name of the medicinal
product with R, international non-proprietary
name (in Russian and English), dosage form,
quantity ofthe medicinal product in ml, strength,
batch number, expiry date, warninB: "Sterile.",
method of administration: "Topically." company
logotyp€ in Latin letters "Santen", name and

country of the registration certificate holder,
codes.
The followine information is oresent on the
secondarv oack (carton) in the Russian lansuase:

the brand name of the medlcinal product with R,

dosage form, international non-proprietary name
(in Russian and English), quantity of the medicinal
product in ml,, strength, warnings: "Sterile.",

"Prescription.", "Method of administration: see

instruction for medical use (patient information
leaflet)", "Keep out of reach of children", "Use

within 28 days after the first opening of the
bottle", "Open€d on:-", method of
admin jsftation: "Topically.", storage conditions,
name and content ofthe active substance and

benzalkonium chloride, list of excipients in 1 ml of
the medicinal product, batch number (batch

number formation of the finished product: the
batch number assigned to the'in bulk'product on

the primary packaging may be supplemented by

characters (letters or numbers) additionally
assigned to the intermediate/secondary
packaging. In this way, the batch number given on

the intermediate/secondary packaging may be

several characters longer than the batch number
given on the primary packaging), expiry date,

manufacturing date, company logotype in Latin

letters "5anten", name and country of Marketing
Authorization holder and release quality control,
name of the company-licenser (as "with a license

of Daichi Sankyo co., Ltd,lapan"), registration
certificate number, bar-code, code(s). The
presence of a first-opening control for the carton
pack in the form of transparent stickers is

oermitted.

the brand name of the medicinal product with R,

dosage form, international non-proprietary name
(in Russian and English), quantity ofthe medicinal
product in ml, strength, warnings: "sterile.",
"Prescription.", "Method of administration: see

instruction for medical use {oatient information
leaflet)" ,"Keep out of reach of children", "Use
within 28 days after the fjrst opening ofthe
bottle", "opened on:_"i method of
administration: "Topically.", storage conditions,
name and content of the active substance and

benzalkonium chloride, list of excipients in 1 ml of
the medicinal product, batch number, expiry date,
manufacturing date, company logotype in Latin

letters '5anten", name and country ofthe
Marketing Authorization holder and release
quality control, name of the company-licenser {as
"with a license of Daichi Sankyo co., Ltd, lapan"),
registration certiflcate number, bar-code, codes.

The first-opening control ofthe carton pack in the
form of a transoarent sticker.
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Additionally, there may be identification means
(lS) for monitoring the movement of drugs. On all

components of the package can be factory
production technology codes and technical details.

The location and color of the ls, process codes and

production parts may vary depending on the

technological features of the production. Color

shades of packaging layouts may differ from those

on commercial packaging, as they depend on the
technical characteristics of the printers. /
Ha 3Ttkerxe OraKoBa Ha pvccxoM a3blxe

y!33!!E!!9!rOprOBOe HaxMeHOEaHxe npenapata c

npeAynpeAlrenbHoi MapxhpoBXo; o,

MexayHapoAHoe HenaTeHToaaHHoe

HarMeHoEaHre (Ha pyccl(oM ll aHfnricRoM
r3brxax), ne{apcraeHHas oopMa, xornqecrao
npenapaTa B Mn, Ao3LpoBKa, HoMep cephr, Aara
oKoH9aHUa cpoxa roAHocrh, npeAynpeAhrenbHafl

HaAn|4cb: (cTepx/lbHo)); nyTb BBeAeHhl:
( MecrHo.), /toforrn KoMnaHh14,narrHcx14Ml,

6vxBaMr (Santen), HatMeHosaHle h crpaHy

BnaAenbqa perhcf paqroHHoro yaocroaepeHxt,

t\Afpo}de hf A^v rpaOr,tecRre EHyrpr3aaoAcKoi

{ xe)rexHx,recKhi (e) KoA (-br)

npenapara/ynaRoBK14.

Ha xaoroHHoi na,{xe Ha ovccKoM fl3blxe

yI33!193jg! TOpf OBOe HaHMeHoBaHfi e npenapaTa c

npeAynpeArre^bHoi Map{rpoEKoi d,

net{apcTEeHHaF QopMa, MexAyHapoAHoe

HenareHToBaHHoe HarMeHoBaH14e {Ha pyccKoM l,1

aHrnxict{oM t3brKax), xoarvecrao npenapara s

M/r, AO314pOARa, npeAynpeArTenbHble HaAnl,lch:

(CrephnbHo,), (no peqenry.)), (Cnoco6

npIMeHeHl4a: cM. 14Hcrpyxi{l4lo no MeAriL{l,1Hct(oMy

nprMeHeH,llo (/lr!crox-BXnaAblu)), (xpaHl,1rb B

HeAocrynHoM Ans Aerei Mecre.), (hcno.rlb3oBarb

I Te.ieHl,te 28 aHei nocre nepBoro scxpblrxF

onaKoHa.)), (Orxpbfior_); nyrb sBeAeH F:

(MecrHo.ti ycnoarF xpaHeHxS, BalMeHoBaHre x

coAepxasxe AetcTaypqero BeqecTEa rl

6eH3arxoBxt xrtopxAa, nePeqeHb

BCNOMOIATEIbHbIX XOMNOHEHTOB B 1 MN

npenapara, HoMep cep|,1la (OopMrpoBaHhe ceptah

roToEoro npoAyBra: ( HoMepy ceplx,
npucBoeHHoMy npoAyKry (in bulkD ,1 YXa3aHHoMy

sa nepBrl,.tHoi ynaKoBXe, Moryr Ao6aBntrbcF
crrvreo,nu {6Vxeu ulh qrOpbl), AononHhrenbHo
nprcBoeHHble Ant npoMexyro'rHoi/Brop,aqHoi
ynaKoax|1. TaKrM o6pa3oM, HoMep cepr,1,

vKa3aHHo; xa nponaexyrovxoi/ BropkqHoi
MOXeT 6btTb Ha HeCKO/lbr(o crlM80/loB

Page/CrpaHuqa

3/4

Additionally, there are identification means (lS) for
monitoring the movement of drugs. On all

components of the package are facto.y production

technology codes and technical details. /

Ha gruKer8e 6.4axoHa Ha pvccxoM a3blKe vxa3aHo:

TOproBoe HarMeHoaaHre npenapara c

npeAynpe,qrf enbHoi MapRhpoBl(oi 6,

MexayHapoAHoe HenareHToBaHBOe

HarMeHoBaHre (Ha pyccsoM h aHrnr;cKoM
t3brKax), neKapcTBeHHaS oopMa, xo,nr'lecTBo

npenapara B M/1, Ao3rpoBXa, HoMep cepxr, Aara

oxoHqaHrF cpoxa f oAHocT[, npeAynpea|4]enbHaF

Haanrcb: (cTephnbHo), nyTb BBeAeHrt:
(MecrHo. D, /tororrn KoMnaHhl.1 raryHcxl'lM,
6yKBaMl,l (Santen), HarMeHoBaH|4e h crpaHy

BnaAerbqa pef rcrpaLlt4oHHoro yAocToBepeHxfl ,

LlropoBbrel4 fpaOrqecx e BHyrp{3aBoACXori

texHr!qecxr; xoAbr npenapaTa/ynat{o8Kl,l.

Ha KaproHHoi na,{xe Ha ovccxoM F3blKe vKa3aHol

TOpfoBoe HarMeHoBaH e npenapaTa c

npeAynpeArrenbHoi MapK!1po8r(o; €,

,eKapcrBeHHas oopMa, MexayHapoAHoe

HenareHToBaHHoe HanMeHoBaHre (Ha pyccxoM 14

aHr,/ 4iCKOM A3brKaX), KOnr,{ecTBo npenapaTa I
Mn, AO3xpOBKa, npeAynpeAxrenbHble HaAnl4c|4:

(CreprnbHo.), < Tlo peqenly. t, (Cnoco6

nprMeHeHrF: cM. l,lHcrpyKqrto no MeArqrHO(oMy

nprMeHeHhlo (nucrox-exra4utu)r, (xpaHrrb B

BeAOCTnHOM AnA Aerei Mecre )), (tlcnonb3oBarb

B TeqeHre 28 aHei nocre nepBoro Bcxpblrqa

OraKoHa.)), ( OTXpbrro:-Di nyrb sBeAeHxtll
( MecrHo.)), vcnoarn xpaHeH|4t, HahMeHoSaHre'1

coaepr(aHfi e AeicrByroqeto seu.lecrBa|,1

6eH3a,nxoH|4a x,4oprAa, nePeqeHb

BCnOMOraTenbHblx KoMnoHeHTOB A 1 Mrl

npenapara, HoMep cepl, 4, AaTa osoHqaHrF cpoxa

roaHocrr, aaTa npo[3BoAcTaa, norornn koMnaH'j,l

,rtarrHcK14Mh 6yRsaMx (Santent, HarMeHoBaHre h

cTpaHy BnaAenbLla perhcrpaql4oHHof o

yAocrosepeHrt 14 Bblnyc(aloulef o KoHTpont

RaqecrBa, HarMeHoBaHHe o|,lpMu, no,/lllqeH3hra

KOTOpO;, npot43seaeH npenapar (B QopMaTe (no

n,!qeH3H|a 0hpMbl Aai.tr CaHKho Ko..nrA.

FnoHhs)), urprx-Kop, qlOpoBbrela rpaOt'19ecRre

BHyrpr3aBoAcKoi TexHrqecx,le koAbl

npenapara/YnaKoaxr. l{oHrponb nepBof o
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Quality ofthe product is compliant with normative documentation .n n-Ne(003525)-lpf -RUl-271724

Ka.recrBo npenapara coorBercrByer rpe6oaaHl,lf,M HopMarrBHoi AoxyMeHraqx l1 ,ln-Ne(003525)-(pf-RU)-271124

Date/Aara 22.O7.2025
a\-a\

Signature/noAnracb; \J A.r - \J L.(- 1-'.114 -I' Tarja Tuovinen
Qualilied Person
Santen OY

Seal/l-levars
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A,rtrHHee HoMepa cep|/||4, yka3aHHoro Ha

nep8rgHoi ynaKoBXe), Aara oKoH.raHxfl cpoxa
foAHocTh, AaTa npol43BoAcTBa/ roroTrn xoMnaHh14

,t|aTrHc|{1.1Ml, 6yxBaM, (Santen)), HarMeHoBaHl,le !t

crpaHy snalqenbqa pefl{crpaq{oHHoro
yAocroBepeHl4r 14 EbrnycKa|oqero KoHrpo,4f,

KaqecTBa, Ha14MeHoaaHre QtpMbt/ no nhqeH3|411

Koropot, npor3aeAeH npenapar (B 0opMare (no
nrqeH3t1h Ol1pMbr Aaiet4 CaHKro Ko..rhA.
f, noHxt D), utrphx-xoA, qrOpoBbte r/xry
rpao{,{ecRhe BHyrp{3aBoAcKoi (-xe)

rexnrrecxri ( e) xo4 (-ur) npenapara/ynaxoexr.

Aonycxaercn Hanxgxe KoHTport nepaoro
BCr{pbrTr1fl KapToHHo, na.rx, a BrAe npo3pa{Hbtx
Ha8/leeK.

Aono/rHr,rrerbHo Moryr npxcyrcrsoBarb cpeAcrBa

hAeHTr0rxaq.au (Cl4) 4ar r,aotrropr,lrra

AAnlReHtS IeKapclaeHHbrx npenaparoa. Ha Ecex

|{oMnoHeHTax ynaKoBl<14 Moryr nprcyrcTBoaaTb
3aBOACK,e TeXHOTOt-|qeCKre XOAbr rr

npol43BoacrBeHHbte TexHrqecxte Aeranx. Meclo
pacnonoxeHrn l,1 LlSer C14, rexHo,norx,{ecxrx
KOAOA l/| npOX3BOACTaeHHbrx Aela,oei MOXeT

MeHrTbca I 3aBl,lcltMocTl4 0rrexBororH9ec(tx
oco6eHHocrei npox3BoAcrBa. U8eroBbte orleHXl,l
MaKeTOA yflaXOBOK MOryT OTnt'laTbCfl OT TaXOBbtX

Ha KOMMepgeckoi ynasoBke, TaX {aK 3aAhCtT OT

acxpbrrua KaproHHo; nalKn B BxAe npo3parHoi
HaXneiKl1.

AononHrre,nbHo nprcyrcTByroT cpeAcrBa
,rAeHr,r0Hxaqx'r (Cl4) pan noturopunra
,qBxxeHta ,4eKapcTBeH Hbrx npenapaloB. Ha acex

xoMnoHeHTax ynaxoBK14 npxcyrcTEypr 3aEoAcxre
TexHororl/|qecxue KoAbt 14 npo|3BoAcTBeHHbre
TexHxqecKIe lelarh.
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