






oFTAQUIX Batch 3505631 (reference to Certificate of Analysis dated 03.03.20251

OOraxBxKc Cephn 3505631 (ccbnKa Ha ceprrQxKar aHanr3a or 03.03.2026)

PagelCrpaHrqa
L/4

qflmporting country / CrpaHa BBo3a: Russia / PoccrF

Marketing Authorisation of importing country /
Pezu cm paquoH Hoe ydoc moee pe H ue cmpd Hbt aBo3o :

nn'Ne(003525)-(Pr-RU) or 27.7O.2O23

Adive Pharmaceutical Ingr€dient batch and
manufacturing site /
cepufl u npou ieod umetb OopMo qeemuqe cxo i
cv6cmoHuuu:

Levof loxacin / re8ooroKcaqrfl
Batch / Ceprf,: ABC5052

Manufacturing site / npor3BoArrenb:
Alfresa Fine Chemical Corporation / ArOpeca OaiH XeMrt(an

Roonooeiur-r
1-10-1 Mukaihama. 010-1601 Akita,.Japan

Name and address of bulk manufacturing site /
Ho3eouue u adpec npou36odcmao zomoeod
nexopcmeeHHoi QopM6r:

Name and address of packaging site /
Hq3eoHue u odpec nnou.pdxu, omeego@u.Fi 30

ynaKoeRy:

Name and addre5s of release site /
Ho3eoque u odpec npou3eodumene (Bdnyckoaqui
KoHmDonb Koqecmeo):

NextPharma Oy, Finland / AO HeKcroapMa/ OrHnnHAt4s

Niittyhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence f n' \e{3n F|MEA/2O2O|OOOS91

GMP EAEU: NeGMP/EAEU/BY/00398-2025

ffiary pacraci;g site / nnour"g*" *p"r"Hoi ynaRoBKt:

NextPharma Oy, Finland / AO HeKcroapMa, OrHnflHAxn

Niittyhaankatu 20, 33720, Tampere, Finland

lManufacturing Licence f ,r\ei3' a: FIMEA/2O20/0OO897

GMP EAEUI NgGMP/EAEU/SY/00398.2025

secondary Packaging site / tlaoqa4xa sropnsxoi ynaroexr:

Manufacturing Packaging Farmaca (MPF) 8.V., the Netherlands /
MaHyoaK.{ypr,rBr neKxAxhH OapMaxa (MnO) 5.8., HxAepraHAbl

Neptunus 12, 8448 CN Heerenveen, the Netherlands

Manufacturing Licence /.nxqeH3rn: 108630F

GMP EAEU: NeGMP/EAEU lRU /00572-2022

Yrnt* OV, f 
'|.,t""0 

I AO Cir,t-, Orrr"-A*
Kelloportinkatu 1, 33100, Tampere, Finland

Ma nufacturing Licence / ,nrqeH3rs: FIME A/2023/006935

GMP EAEU: NeGMP/EAEU/BY/00378-2025

Presentation form /
OopMa Bbrnycka

Eye drops,0.5 % (dropper bottle) 5 ml x 1(ca.ton pack)/
Kannh rna3Hbre,0.5 % ($naxor-xanerorrqa) 5 Mn x 1(na,rKa

Stability period / Cpox eodHocmu: 3 years. Use within 28 days after opening /
3 ro,qa. l4cnorBoBarb B TeqeHre 28 aHei nocre

Storage conditions / ycnoaun xpoHeHun:

Go"t .oae / i<oa ttr*"r*

At the temperature not higher than 25'C /
tlp14 TeMneparvpe He B-brule 25'C
P 170600014297

Carton code / KoA naqKh xaproHHoi P101100014296
Leaflet code / Ko,q hMn P090800014759



OFTAQUIX Batch 3505531 (reference to Certificate of Analysis dated 03.03.20261

OoyaxBuxc Ceprr 3505631 (cceraxa xa ceprxQrxar axanr3a or 03.03.2026)

tabelling /
MoptlupoeKo:

5 ml in a low-densitv polyethylene bottle with a

dropper-tip and screw cap. The bottle with the
leaflet is in the carton pack. /
no 5 M/t pacrBopa ao OnaxoHe r3 nonr3Tl.l.neHa

xrlxofi nnornocrr c HaxoHe,rH|.xoM-KanerlbHrqet

|4 3aB H,rhaapuleicF (pbttuKoi. OnaxoH c

,Hcrpyxqrei no nprMeHeHxlo noMel4alor B

The followins information is indicated on the
primarv oack (label ofthe bottle) in the Russian

languase: the brand name of the medicinal
product with R, international non-proprietary
name (in Russian and English), dosage form,
quantity of the 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 {carton) in the Russian language:

the brand name of the medicinal product with R,

dosageform, international non-proprietaryname
(in Russian and English), quantity of the medicinal

product in ml,, strength, warningst "Sterile.",

"Prescription.", "Method of administrationl see

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

within 28 davs after the first opening of the
bottle", "opened on:-", 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 {batch
number formation ofthe 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 "santen", 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

oack in the form of transparent stickers is
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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. /
tlo 5 Mn pacrBopa 8o o/ra(oHe x3 nonLlSir4reHa

HrlKoi nnorHoctl,. c HaxoH e9 Hx(oM-xanen bH h qet
r 3a Brl Hr.ll4 Ba loLueicr xpb[llRoi. oraKoH c

r,rHcrpvXqret no np|4MeHeHrlo noMeu.{eHbl B

The following information is Dresent on the
primarv pack (label of the bottle) in the Russian

lanquager the brand name of the medicinal
product with R, international non-proprietary
name (in Russian and English), dosage form,
quantitv of the medicinal product in ml, strength,

batch number, expirV date, warning: "Sterile.",

method of administration: "Topically." company

logotype in Latin letters "Santen", name and

country of the registration certificate holder,

codes.
The followinp information is oresent on the
secondarv pack {carton) in the Russian lanPuaee:

the brand name of the medicinal product with R,

dosage form, international non-proprietary name
(in Russian and English), quantity of the medicinal
product in ml, strength, warnings: "Sterile.",
"Prescrjption.", "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", "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 "Santen", name and country of the
Marketing Authorization holder and release

quality control, name of the company-licenser (as

"with a license of Daichi Sankyo co., Ltd, Japan"),

registration certificate number, bar-code, codes.

The first-opening control of the carton pack in the

form of a transparent sticker.



oFTAQUIX Batch 3505631 (reference to Certificate of Analysis dated 03.03.2026)

OOraKshKc Cepxs 3505531 (ccbrrKa Ha ceprrorxar aHarlr3a or 03.03.2026)

Additionally, there maV be identification means
(15) for monitoring the movement of drugs. On all

components of the package can be factory
production technology codes and technical details.
The locatron 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 3ThKerKe 6naxoHa Ha pvccxoM 83btKe

y!33!l9a1ql roproBoe HarMeHoBaH|,1e npenapara c

npeAynpeAhrenbHoli MapKrposxoi a,

MexAyHapoAHoe HenareHTosaBHoe

Ha,'MeHOAaH!4e (Ha pycc(oM r aHl,']14icKoM

13bt|{ax), nexapcTBeHHafl QopMa, xo/l!|lecTBo

npenapara a Mn, Ao3rlpoBXa, HoMep cepx|,l, Aara
oKoHqaH|4fl cpoxa f oAHocTl4, npeAynpeAuTenbHan

Haanrcb: (cTepl4nbHo)); nvTb aBeAeHhn:
(lVIecTHo.), noroTrn (oMnaHrh narxHcx14Ml,,l

6yKBaMr (Santen), HahMeHoBaHrel.1 crpaHy

BnaAenbqa perhcrpaq14oHHoro YAocroEepeHhS,
LtxOpoBbre i4/hnx rpaOr,reckt4e BH}rrpr3aBoAcKoi
(-re) rexHr,recxx; ( e) xoA (-br)

npenapara/ynaxoettr.

Ha xaoroHHoi na,ixe Ha ovcckoM t3btxe
y!33!lg3l9! roproEoe HarMeHoBaHhe npenapara c

npeAynpeAhre,nbHo; MapxrpoBKoi q.

neKapcraeHHar oopMa, MexAyHapoASoe

HenareHToBaHHoe HarMeHoBaHIe (Ha pyccxoM 
'1

aHrrh;cKoM F3brKax), xorhqecrBo npenapara B

Mn, ao314poBka, npeAYnpeAlTenbHbre HaAn,tcH :

(Crepn,nbHo- r, ( Tlo peqenTy, t, (Cnoco6

nprMeHeHr.lt: cM. 14HcTpyKqh|o no MeAhqrHcHoMy

nphMeHeHhlo (nrcTok aRnaAbruJ)), (xpaHxTb I
HeaocrynHoM Anfl AeTei Mecle, ), ( 14cno/lb3oBarb

I Te,reH!ae 28 aHei noc/re nepBoro Bcxpbtrlte

Onaiiola.)), (Orxpbrro:-); nyTb aBeAeHht I

(Mecfio.)j vc,4oarn xpaHeHhF, HatMeHoBaHhe |4

coAepxaHi4e Ael.lcraypu.{ero seulecTBal.1

6eH3anxoHhS xnoprAa, nepeqeHb

BCnOMOraTe.nbHbtx KoMnoHeHToB B 1 M/l

npenapara, HoMep cepltl (QopM14posaB!te cepru
foroaoro npoAyxTa: K HoMepy ceph,1,

npxcBoeHHoMy npoAy(ry (in bulk) !4 yxa3aHHoMy

Ha nepBxqHoi ynaRoere, moryr 4o6aeaarucn
chrreo,nur {6yxeur hnI qrOpbl), AonorFir,lrenbHo
nprceoeHHbre 4rtn npoMe*(yroqHoi/BToprrHoi
ynaKoB}(r. TaxrM o6pa3oM, HoMep cepxr,
yxa3aHHofi ua npomexyrovxoi/ aroprvxoi
vnaKoB|{e MoxeT 6btrb Ha Hecxo,rlbl(o cl4MgonoS

Additionallv, there are identification means {15}for
monitoring the movement of drugs. On all

components of the package are factory production

technology codes and technical details. /

Ha 3TrxerKe draKoHa Ha ovccxoM a3btxe vKa3aHoi

TOproaoe HarMeHoBaHre npenapara c

npeAynpeAxrenbHoi mapxrpoaxoi o,

MexayHapoAHoe HenareHToaaHHoe

HarMeHoBaHre (Ha pyccxom r.r arurficxou
nautxax), rexapcrgeHHat oopMa, Ko/11.1'{ecrBo

npenapara B M/r, Ao3l,rpoBl{a, HoMep ceprx/ AaTa

oxoHqaHrr cpoRa foaHocrl.l/ npeAynpea renbHat

HaAnrcb: (Crept.nbHot, fl yrb BBeAeHTF:

(MecTHo.),,nororhn koMnaH|4r /larriHcKl,,tMl,

6yKBaM14 (5antenD, HatMeHoBaHhel,1 crpaHy

BnaAerbL{a perrcTpaLluoHHoro yAocToBepeHhfl ,

qra$poeore !a rpaO!a,{ecxre BHfrpt3aBoAct{oi
rexHrqecKhi xogur npenapara/ynaxoexr.

Ha KaofoHHoi naq|(e Ha DyccKoM 93brKe vxa3aHo:

TOproBoe Ha{MeHoBaHxe npenapara c

npeAynpea!rrerbHoi r"raprrpoeroi @,

nexapcrBeHHaF OopMa, MexAyHapoAHoe
HenareHToBaHHoe HahMeHoBaHre (Ha pyccKoM v

asrruicxom t:orxax), xorrvecreo npenapata e

Mr, AO3r!pOBKa, npeAynpearrenbHble AaAnrcA I

(Crepl,|rbHo.r, ( Tlo peqenry.D, (Cnoco6

np14MeHeH9|F: cM. hHcrpyKqu|o no MearqrHcKoMy
np|4MeHeHr|o {nrcroK-BKnaAbltu)D, (XpaHrrb B

HeAocrynHoM A,t Aere; Mecte.)), (14cno,nb3oBarb

B reqeHre 28,qHei noc/re nepBoro BcKpbrrrn

OnaxoHa.)), (OTRpbrror_); nyrb BBeAeHrt:
(MecrHo.), ycnoBhfl xpaHeHrff, HarMeHoBaHhe h

coAepxaHre AetcrByroqero BeqecrBa tl

6eH3anRoHhfl x.nopr,rAa, nepetreHb

BcnoMorarenbHbtx KoMnoHeHToB B 1 Mn

npenapaTa, HoMep ceprh, Aara o(oH9aBha cpoHa

roaHocrr, AaTa npoh3BoAcraa,,noforrn KoMnaH{u

.naTtlHcKxMu 6yKaaM,t (Santen), HahMeHoaaH14e i4

crpaHy BnaAenbqa perrcrpaqtloHHof o

yaocToBepeH,lF 14 Bbrnycxatoqero xoHf po,nt

Kaqecrga, HaLlMeHoBaure $r.rpruut, no rrqer:rr
(oropofr, npou3BeAeH npenapar (B 0opMare (no

nrqeH3rh drpMbrAai,l!4 CaHxIo Ko. /lrA.
f noHrrD), urp14x-xoA, q|aopoBbre'-1 f paota'recfi |ae

aHyrpr3aBoAcxoi rexHr9ecxre {oAbt

npenapara/ynaxoaxr. KoHTporb nepBoro
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nepBrqHoi yna{oBRe), aara o|{oHqaHHt cpoxa

roaHocrr, Aara npol43aoAcrBa/ roror[n xoMnaHrtl

.nar HcKrMx 6vKBaMx (Santen)), HahMeHoBaHle rl

clpaHy EnaAerbqa pef rcTpaq,loHHof o
yAocToSepeHrt|/l BblnycKa|oL4ero xoHTpona

KaqecTBa, Ha|/|MeHoBaHre o|,lpMbl, no,tlllqeH3|4x

KoTopoi, npoh3BeAeH npenapar (B oopMaTe (no

,rqeH3fix 0uPMbtAaiqt, CaHxro Ko. /lrA
SnoHrar), rtlrphx-Koa qxOpogbre l/t,trt.t
rpa0r,{ecxxe BHWpr.r3aBoAcKoi (-xe)

rexHh,{ecKfi; ( e) KoA (-br) npenapara/ynat(oBfir'

Aonycxaerca Hanxqre KoHtpont nepaoro

Bcr{pbrrrs KaproHHoi naqK{ I B!4Ae npo3paqHblx

Hax/teex.

.qononHtre,4bHo Moryt npticyrcrgoBarb cpeAcrBa

uAe{rn6',4xaquv (Ch) Ant MoHl,lropIHra

aBrlHeHra /reKapcrBeHHblx npenaparoB. Ha Scex

KOMnOHeHTaX ynaxoBXx Moryr npfl cyrcrEoBaTb

3aaolcKrie rexHororxqecl{re (oAbl,
npox3soAcrBeHHbte rexHxgecl{!!e,qera,[H. Mecro
pacno/loxeHh qBer C14, TexHo,norr,{ec(rx

KOAOE r npOX3EOACTBeHHblx Aera/tei MoSeT

MeHATbC9 B 3aBl/|CXMOCTt OT TeXHO/lOrrqeCK!lX

oco6eHHocrei npox3BoAcrBa. LlaeroBbre orreHK{

MaxeToB ynaKoaoR Mom oT/ll4qarbct orTaKoBblx

Ha xoMMepqecsoi ynaKoBRe, TaK xaK 3ag[cflT or

oFTAQUIX Batch 3505631 (reference to certificate ofAnalysis dated 03.03.20261

OOraKBxxc Cepxi 3505631 (ccblnKa Ha ceprxoxxa? aHarlrsa or 03.03.20261

BCXpbrrrif KaproHHoi naqKl4 a ExAe npo3paqHoi
HaK,[et Kh.

AononHrrenbHo nprcyrcrByror cpeAcrBa

rAeHrh6rKaqrri (C14) A,ttF MoHrropxHra

aBhx(eH14t reRapcrBeBHblx npenapaToa. Ha gcex

KOMnOHeHTaX yna(O8kLl npt',lcyTcTBytoT 3aEoAcxl4e

TexHo/lorrqecl(re xoabl|,1 npotl3BoAcTBeHHble

TexHhqecxte aera.nfl.

Qualitv ofthe product is compliant with normative documentation nn-Ne(003525)'lPl-RUl-27L1'24

KaqecrBo npenapara coorsercreyer rpe6oBaH,lFM HopMarrBHoir Ao(yMeHraqr14 /t n-N9{003525)-(Pf-RU )-2 71124

Date/Aara 03.03.2026
/' ' 1'-

sienature/noanxcu: \'&'J \ VLI !-\.a-u? v-I
Tarja Tuovinen
eualified person
Santen Oy

SeaUneqarb
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