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Producu npenapar FOTIL, EYE DROPS,5 ML /
OOTH,T. KANJI'I ruA3H6IE. 5 M,'I

Product Codc/ Ko,r npenapara 31169
Batch no.,/ []o!rcp ccprju 3500843
Datc ol'manul'acturin g/ 0812025

,,lara rpol.ilBolcr'ra
Datc ofanalysis/ l[ara aHarl,i3a 09/2025
Datc ol cxpiry/ Cpox loaroc.r n 08/2028

Units/
Test/ floxalareJrb Requirements/ HopMDr 5:"t1::1^-.. EarnrublrelYJlhrar'l ,,tMepe'Hg
Appearance / OnrcaHrle Clear. colorless solution/ flpo:paunui Clear, colorless

6ccugcrHui par'lrop. solution/
flpo:rpa'ruuii
6ecusernHi
pacrBop.

Clarity / Ilpo3pa,{roc'rb Product must be clear or stand comparison Product is clear
with reference I/ /
Ilpenapar .qonxeH 6btrb npo3paqflhrM [J'ru npenapar
rbt/'lepxtnarL cpaBreHrc c )TzLJroHov I npo3pagHbri

Color / Ileerrrocrr, Product must b€ colorless and stand Product is
comoarison with rel'erence 89 / colorless and

lpetrapar Aolrxer 6urr, 6ecuserHul4 r.i stands

BbraepxlBalb cpaBHeHHe c a'raJroxoM 89 comparison with
reference 89 /
flpenapar
6ecuserHHi a
BbuepxuBaeT
cpaBHeH!re c
3Ta,roroM 89

Identillcation / HPLC / Retention timc ol'the main p€ak on the Positive/
Timolol Maleate / chromatogram ol'test solution must flo,'roxtrerbHa,
flo,anrnnocrl / lllXX / correspond to the main peak on the
rHMoJrora M&rear chromatogram oftimolol standard solution /

BpeMr yrepxrBaHut ocHoBHoro IrHKa Ha

xpoMarofpaMMe rc HTyeMoro pacrBopa

,tojrxro coorBercTBoBaTb BpeMelrrl
y,tepxHBarHr ocnoBnofo llllKa lla
xFpMalolpaMMc cl aSaaplHofo paorBopa
1l,tMo,'loJta

ldentification / IIPLC / Rctention timc ol'the main peak on the Positive/
Pilocarpine tl;drochloride/ chromatogram oftest solution must llo,loxurerbHa,
no.rrrflHHocrh / Illxx / correspond to the main pcak on the
nuroKapnhHar'rilpoxropull chromatogramofpilocarpinestandard

iolualon /

ilm,lJ;r::xffi:lril#fi;r
JO.rlxHQ COOTEeTCTIIOBa',II' BpCMClIrl

yilepxxBaH!It octloBrlofo nrKa Ha

xpoMarofpaMMe cTatuapTHofo pacrBopa

II,IJIOKADTII]HA



$anten CERTIFICATE OF ANALYSIS/
CEPTII@UKAT AHAJIT,I3A
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Produc, l lpenapar FOTIL, EYE DROPS,5 ML /
OOTI{J'I' I{AnJl ll fJlA3HtIE' 5 MJr

Product Code/ KoA npenapara 3 | 169

Batch no./ tloMep cepru 3500843

Date of manuf'acturin g/ 08/2025

Aara npo{3BoacrBa
Date ofanalysis/ Aara aHanrj3a 09D025
Date ofexpiry/ Cpot( ro,qHocrlr O8D028

Unirs/
Test/ floK.lrr€rr Requirements/ HopMbr f:rtl;tj|"r", Etrrrnrlbt

- ]|SMepeEr|f,

Idcntitlcation / HPLC / Retention timcs ol main peaks on thc ['ositi\e/
uenzalkonium chloride / chromatogram ol test solution must I lortoxrrc-rrt tas

Ilo.q,rrunocrr / B9XX / correspond to the same peaks on the
6eH3a,1KoHr4 xnoplra chromatogram ol'C12, Cl4 and Cl6

components of b€nzalkonium chloride
standard solution /
lpeveHa y,lepxtBaHrfl ocHoBiJLIx nt-|KoD rra

xpOMaTOrpavMe rCnhlT)_eMOro paCTBOpa

,qo,lxllbl cooTaETcTBoBalL BpeNteHaM

ylepxuBatlrt rakrx x9 Ill,lKoB Ha

xpoMarorpaMMc cTatr jlap tlrof o pac'tRopa

tovnouenron 6ett3a,ll(o nt xJlopr.{,qa C 12.

Cl4 u C16
Dispensable volume / > 100 108 Yo

N3B.qcKaeMr,lfi ofb€M
pH 4.8 - 5.5 5.3

Osmolality / Ocuoar,rrnocrr 200 - 300 250 mOsmolAg
M()cMo"rb/I(r

Mcchanical impurities/ Visible particles must not be present during (bmplics/
Mcxarrrqecxrje snrrcqeHfig/ visual inspection / Coo ie'lcrater

BtauMLre Blerrcqgrllt npu Bt3]turt'HoM
ocMoTp€,loJlxHLr oTclTcTBoBaTh

Assay / IIPLC / Timolol maleat€/ 6.16 - 7.52 6.84 mg/ml
Ko,'lt{,{ecrBeHHoe ofipe.4eneH re / MI /M]r

BSXX / TxMonona Ma,'rear

Assay / HPLC / responding timobl / 4.5 - 5.5 5.01 mg/ml
Ko,rrqecrnerrroc onpeAenetrte / Mr'/Mn

B,)XX / r'ur.ro,ror
Assay/ HPI.C / 18.0 - 22.1 20.94 mg/ml
Pilocarpine hydrochloride / M r/M.q

Ko-rrqccrBeHHoe orpe.qeneHHc /
B3XX /
nxnoKapnxHa rsapox"'ropfi a
Assay / HPLC / 0.09 - 0.1I 0.10 mg/ml
Benzalkonium Chloride / Mr'/Mn

Ko,lrqecraeHHoe oflpeaeneHl-te /
BSil(X / 6eH3arrcHrr xnopx.q
Related substances / HPLC ,i

Timolol maleate,'
PojclBeHsHe nprMec$ / B)XX /
't l,tMoJtoJta MaL'leaT

l otal/ CyMMa npxMecefi : 0.5 1 0.05 o/o

Each / E.uuuuraa npavecu =0.2 0.05 o/.

Related substanaes / IIPLC /
Piiocarpine hydrochloride /
Po/lcrBeHHHe nprMecu / BfXX /
nu.iroKapnraHa rr.uproxjtopll.it
Total / CyMMa nprMecei S 10.0 0.08 yo



$anten
ProducU flpellapar

Product Code/ Ko,il nperrapaia 3l169
Batch no./ l{oMcp ccp,rr 3500843

Date ol manufacturinEl 08/21J25

,Ilara rpol.r3BoJcr Ba

Date ol anallsis/ ,Ilara ar!!tl.i.la 09nl)25
Date ol'expir)/ ('po( roJrtoclr.r 08/2028

CERTIFICATE OF ANALYSIS/
CEPTI,IOI4 KAT AHAJII43A

FOTIL. EYE DROPS.5 ML /
ooT Jl. KAnJtU fJlA3HLlE. 5 M.,r

Requiremenas/ HopMbl

Product must be sterild
Ilperapar ronxeu 6brrh crepl{nbnblM

Page 3/3
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Test/ IloKa3arenr'

Pilocarpicacid/flr.]rol(arporoBat :6.0
Kltc'lola
Isopilocarpinc / 14.tottu,toKap||r.rH <4.0
Sum ol all othcr inrpuritics/ Clvua :i 1.0

HeHteH'rs0uulrpoBarr HHX nptiMecefi
Sterility i
Crepr,'rblroc16

Rcsults/
Pe3yJrr,Tarr'r

0.08

Units/
E,|nH||u[r
rl3Mepeflnc
%

s 0.05 0

s 0.05 %

Sterile/
Crepr,rtut tfi

BLOQ/IlllKO = Ilelo\,! l-imit ofQuantitation/ Htixe rrpe,lcma KoJlrqecrBcHHoro onpeaer€Ht1t

ND/tlO = Not l)etectcd/ llc o6HapyxcHo
RR]TOlly : Relati\c Rctcntion lime/ OrHocnleJrbttoe BpcMt },]cpxl'iBarrrt

I hereby certif) thar the abovc-mcntioned batch was produccd and quality control tested in accordancc with thc

upprou",l ru.t"t li)rmulae, process instructions and quality control test metbods. The batch documentation and thc

analysis records wer.e revie,*cd and lbund to bc in f'ull compliance with the relevant current CMP rcquirements and

conjitkus set out in the Mar.kcting Authorization issued by the appropriate Regulatory Authority. No dcviations or

occurrenccs \rhich ma1 havc an influcncc on the product quality \4ere notcd.

IlaoroflutrM no,l'tBepxrluto" !t]o )xa3auHat Bbltuc ceput flpo SBelclla. x KoHfpoJlh KaqecrBa llpoLlcaell b

cootaetctBuu c LloK)ucllraul-|ci tra ccpltK)- tt\Ho.]lol tci tpor3Bo/lcrBa H McroAI{(aMn KoHTfx)-lt KaqecrBa.

,IloK)!cH.taur,l llu ccpHru H xlpltautbt npoBc;lcHHr rcnbtTaHsi npoBeperrbr rl flojllloc'lt'lo c(XJlEglclB\lc.

,teiict.B) loulltM tpc6olralll,lr\.t GMP I yc,roorrll. li3noxettttttM B pefHcTpallt4oHtloM y,locToBepeHlrtl- Bb[laHI()M

coot.ltglcilJ)rulltHNt pctlJtrrl)pHbl!t opfattoNr. IIHKaKUx o'fKnoHeHI-ti l|ilh llpolrcuecrBut, (olopble Mol,vr llotsjlHrlb

ra kaqccr Bo rptrrrpu t:r. ol ucqcno tte 6bl,to.

Santen Oy, Tsmpere/ CaEr3n AO, TaMnepe

08 Jan 20261 08 tHB 2026 r.

-'/'(, ot1 ! \ LL|r!^nt -\,
I

Tarja'Tuovinen
Produot Quality l-ead, Qualified Person)/

Be.4yull.rii cneuxanuqr no raqec'I By Ilpo.uyKulrr.

Yno,'lHoMoqeHHoe,'ltruo



Fotil Batch 3500843 (reference to Certificate ofAnalvsis dated 08,01.20251

Oorrn Cepufl 3500843 (ccbrnxa Ha ceprxoxxar aHa^x3a or 08.01.2026)
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lmporting countrv / CroaHa aao3a: Russia / Pocd,rn

Marketing Autho.isation of importing country /
Peeu cmpoquoH Hoe ydocmoeepeH ue cmpoHd aeo3o :

n N015324/01 or 11.12.2008

Active Pharmaceutical Ingredient batch and
manufacturing site /
Cepun u npou3sodumenb 6apMdqeBmuqecxoi
cv6cmoHuuu:

Timolol / l,,|nono,
Batch / Cephi: 2301866
Manufacturing site / flpolr 3 soArrer b:

X Excella GmbH & co. KG / 3Kcerna fM6x 11 Ko. Kf,
Nuernberger Strasse 12, 90537 Feucht, Germany

n PCAS Finland oy / nKAc OIH,aHA ON,

Messukentankatu 8, 20210 Turku, Finland
Pilocarpine / nrnoKapnnF
Batch / Cepu'.t 24CEO2

Manufacturing site / llpou3BoArrerb:

X Sourcetech Quimi€a Ltda / copcereK Kr.rMtaKa /lrAa,
Rua Suica 3.430, Pindamonhangaba, Sao Paulo, Brazil

! Anidro Do Brasil Extracoes SA / AHrApo Ay 5pa3rn gcrpacoec

c.A., Rua Policarpina, 1000 zlP coda 64215-815 Parnalba, Pl, Brazil

Name and address ot bulk manufacturing site /
Ha3eoHue u qdpec npu3eodcmeo ?omoqoi
ne,< o D c m ee H H od 6 o DMbt :

NextPharma Oy, Finland / AO HeKcroapMa, OrHneHArF
Niittyhaankatu 20, 33720, Tampere, Finland

Name and address of packaging site /
Ho3aoHue u odpec nnoulodxu, omaeqorc,ulei 30
ynoxoaxy:

Primary Packaging site / nnoqaAKa neparqHofi ynaxoaKr:

NextPharma Oy, Finland / AO HeKcroapMa, OrHneHAua

Niittyhaankatu 20, 33720, Tampere, Finland

secondary Packaging site / nroqaAxa Bropr,{Hol yna|(oa|{r:

Manufacturing Packaging Farmaca (MPF) 8,V., the Netherlands /
MaHyoax,lypHHr neKra4xr,rx Oaparaxa (MnO) 6.8., H,!AeprtaHAbl

Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address ot release site /
Ho3aoHue u odpec nponeodumenn (Bbtnycxotoului
r<oHmDon6 Koqecmactl:

Santen Oy, Finland / AO CaHrcH, OTHAaHAUA

Kelloportinkatu 1, 33100, Tampere, Finland

Presentation form /
(popMa Bbrnyc(a

Eye drops,20 m6/ml+ 5 mg/ml(dropper bottle) 5 mlx 1(carton
packl /
Xann,l rna3Hbfe, 20 Mr/nn + 5 w/wr (6mxoH-KanenbHrqa) 5

Mr x 1(na,rxa KaproHHat)

Stabifity period / cpox ?odHocmu: 3 years. After bottle opening - 28 days/
3 roaa. nocre Bcxpbrr,ts ora{oHa 28 aHei.

Storage conditions / ycnoauq xpoHeHua: In light protected place, at the temperature 2-8'C. After bottle
opening not higher 25"C, in light protected area /
B 3aqrqeHHoM or csera Mecre, npN TeMneparype 2-8'C. nocre
ECKpb|T|,tS onaxoHa xpaHxTb B 3aq,tqeHHoM or caeTa Mec]e npr
TeMneoawDe He Bbrue 25"C.

Label code / Koa errxerxr P110600011814

Carton code / Koa narxr xaproxxoi P101100012528

Leatlet code / KoA hMn P090800013291



Packaging /
vnoKoexo:

Labelling /
Mopt<upogRo:

Fotil Batch 3500843 (reference to certificate of Analvsis dated 08'01'20261

Oorxn CeDrn 3500843 (ccbuKa Ha cepruOlaKar aHanh3a or 08.01.2026)

5 mL into a low-densitv polyethylene bottle, a low

density polyethylene dropper tip and a screw cap

with ratchet ring tamper-evidence. One bottle
with the leaflet is placed into a carton box. /
no 5 Mn Bo OraxoH-KanerbHxqy r3 norll.l3Tu/leHa

HI3KO; nrOTHOCir4, yKynOpeHHbri nnaovxoBot
n006xo
HaB HqhBa|ouleicr RpbrLlrxoi c BpaularerbHblM

KOnbqoM l0'/1a xoHrpona nepBoro BcRpblTht.
(DraxoH-xane.nbHHqa BMecre c hHcrpyxqre; no

elct a Ka

5 mL into a low density polyethylene bottle, a low-
density polyethylene dropper tip and a screw cap

with ratchet ring tamper-evidence. One bottle
with the leaflet is in a carton box. /
flo 5 Mn Bo OnaKoh-Kane,4bHl,lL{y r3 no,'ll,13Trl.neHa

H143r{Oi n.noTHoclr,1, yHynOpeHHbri nnacrrlkoso;
npo6(oi h3 nonr3ThneHa H,131(oi nrorHocrx c

HaarH'{r.4Balou.{e;cF xpblult(oi c Epaqare/lbHblM

KO/rbqoM arr r.(oHrpont nepBoro scxpblrl.lfl.
(DnaBoH-t<ane,nbHrqa BMecre c rHcrpyxuhei no

The followine informatioqEitelcllglllltg label

of the bottle in the Russian languaEe: the trade
name of the medicinal product with the symbol o,

dosage form, quantity of the medicinal product in

ml, strength, Broup name, batch number, expiry
date, warning: "Sterile.", company logotype in
Latin letters "Santen", name and country of the
registration certificate holder which is also

manufacturer responsible for release, internal
company codes.
The followins information is oresent on the carton
in the Russian laneuape: the trade name of the
medicinal product with the symbol o, dosage

form, group name, quantity of the medicinal
product in ml, quantity of the bottles in the
secondary packaging, strength, warnings:

"Sterile.", "Prescription.", "Topical use into the
eye", "Rcad the enclosed leaflet before use",

"Keep out of reach of children", storage
conditions, "Use within 28 days after opening the
bottle", "Store in the original packaging", name

and content of the active substances 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 of the
registration certificate holder, which is also the
company that releases the product, registration
certificate number, bar code, internal company
codes.

Additionally, there are identification means (15)for

monitoring the movement of drugs. On all

The followine information is indicated on the label

of the bottle in the Russian lansuase: the trade
name of the medicinal product with the symbol o,

dosage form, quantity of the medicinal product in

ml, strength, group name, bat(h number, expiry

date, warning: "Sterile.", company logotype in
Latin letters "Santen", name and country of the
registration certificate holder which is also
manufacturer resDonsible for release, internal
company code (-s).

The followinq information is indicated on the
carton in the Russian languaee: the trade name of
the medicinal product with the symbol ", dosage

form, group name, quantity of the medicinal
product in ml, quantity of the bottles in the
secondary packaging, strength, warnings:

"sterile.", "Prescription.", "Topical use into the
eve", "Read the enclosed leaflet before use",
"Keep out of reach of children", storage
conditions, "Use within 28 days after opening the
bottle", "Store in the original packaging", name

and content of the active substances and

benzalkonium chloride, list of excipients in 1 ml of
the medicinal product, batch n'rmber (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 "Santen", name and countrv of the
registration certificate holder, which is also the
company that releases the p.oduct, registration
certificate number, bar-code, internal company
code {-s).

Additionally, there mav be identification means

{lS} for monitoring the movement of drugs. On all

can be

Page/CrpaHraqa
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Fotil Batch 3500843 (reference to Certificate of Analvsis dated 08.01.20261

Oorrn Cepfin 3500843 (ccbtnxa Ha cepr $LKar aHanx3a or 08.01.2026)

production technology codes and technical details.

The location and €olor of the Sl, 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 gT RerKe onaKoHa Ha pvccKoM F3brxe

y!!!!l!a19! ropfoBoe HarrMeHoBaHre npenapara c

npe4ynpe4rarenuxoi lrapxrpoexoi o,

,exapcrBeHHar OopMa, r{onrqecrBo npenapara s

Mn, ao314poBKa/ rpynnhpoBoriHoe HatMeHoBaH,|e,

HOMep Cepxh, Aara oKoHqaH,ttl cpoxa roAHocrr,
(CTep|4nbHo)), HaxMeHoaaH!1e EnaAe,nbqa

perr4cTpaLlrloHHof o yAocToBepeHua, 98nFlou{eroca

npohsBoarr eneM, oTBe'{alou.{xM 3d SbrnycRa|ou{xt

KOHTpOIb katrecrBa, cTpaHy, ero nofoThn

rarrHcRrMtl 6yKBaMr4 (Santen)), aHyrpeHH e RoA(

ur) xorvrnarrn.
Ha xaoroHHoi na,{xe Ha ovccRoM f3brxe

v(a3brBarcT: toproBoe HarMeHoBaHqe npenapaTa c

npeAynpeahrenbHoi r,rapxrpoexoi c,

neKapcTBeHHaf oopMa, rpynnrpoBoqHoe

HarMeHoEaHhe, Ko,nrgecTBo npenapaTa B Mn,

RO.nl,qecrBo onaxoHoB Bo BTOphqHoi ynaRoBKe,

Ao3rpoBXa, (CreptirbHo. D, ( Tlo peqenry.),
(MecrHo B rna3.D, (TlepeA npIMeHeHleM
03HaxoMbrecb c npx.nafaeMoi rHcrpyHL{ret t,
(XpaHhrb I HeAocrynHoM p.4t Aerei Mecre.),
ycnoBrff xpaHeHl,iff, (14cflo,nb3oBarb B re{eHhe 28

aHe; nocne Bcxpblrht Oral(oHa.), (XpaBIrb I
oprrraranuroi ynaxoBKe.), HarMeHoBaHre h

coaepxaHre AeicrsytoUlhx Beqecra r
6eH3anRohrq xnoptlAa) nepeqeHb

BCnOMOfaTe/r bH blx 8eu.{ecTB B L M,r| npenapaTa,

HoMep cepr, (QopMttpoBaHhe ceprh roloaoro

npoAy(rar k HoMepy cep r, npllcBoeHHoMy

npoAyRry (in bulk,r I yxararlotty Ha nepBtl'lHoi

ynaxoERe, Mofyr Ao6aernrucn crmeolut (6yxaut

unI qrOpbr), AononHtre,nbHo nptlcBoeHHble A,rlt

npoNrexyro,{r-roi/eropr,tHoi ynakoBXr' TaxrM

o6pa:or"t, rorrrep cephr, yxa3aHHoi Ha

npor.aexlroqHoi/ aropxqHoi ynaRoaxe MoHer

6brrb Ha HecKo,lbko c14MEo,rloB Ml.lHBee HoMepa

ceprrl, yxa3aHHofo Ha nepstl,rHoi ynaKoBKe), Aara

o(oHqaHrc cpoxa roAHocr[, Aara |43roToBreHr9,

HaLlMeHoEaH!4e B,'laAe/tbqa perhcTpaqloHHoro

yAocroEepeHrfl , tlBna|oulef oct npo|43aoA[Te/leM,

orBeqalouhM 3a BblnvcKalou{rli KoHTpo.[b

KaqecrBa, crpaHV, ero nofor|4n /larhHcl(rM14

6yKBaM!a (5antent, HoMep perrcrpaql4oHHoro

yAocroBepeHrfl, urrphx-xoA, sHyrpeHHhe xoA( bl)

ROMnaHrX.

AononHkrerbHo Moryr npkcylcrBoBarb cpeAcraa

Page/Crpaxuqa
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components of the package are factory production

technology codes and technical details. /

Ha glt,lHerxe O,raRoHa Ha pvccHoM a3blHe vRa3aHo:

TOptoaoe Hal,lMeHoaaHhe npenapala c

npeAynpeAhrenbHoi r"raprrpoaxoi',
nexapcrBeHHaf, oopMa, konrqecrBo npenapara B

Mn, ao3xpoBKa, rpynnrpoBotrHoe HarMeHoBaHtle,

HOMep Cephh, AaTa oKoHqaHra cpoRa roAHocrl.l,
(CTep|1rbHo), Ha,lMeHoBaHre BraAenbqa

perr,lcTpaq oHr.roro yaocToBepeHrtl, FBntou4efocfl

npoh3EoAhTeneM, orBeqaloulrlM 3a EbrnY(xaloulrti

ROHTpOnb RaqecrBa, crpaHy, ero .nororMn

,rarhHcKr,1Ml,1 6yxBaM,a (Santenr, BHylpeHH e

xo.Ilbr xoMnaHrr.
Ha xaoroHHoi na,rKe Ha pvccKoM f,3blxe vKa3aHo:

TOproBoe HarMeHoBaHhe npenapara c

npeavnpeA te/rbHoi uapxrpoexoi o,

neKapcrBeHHaf, OopMa, rpynnl,tpoBolHoe

Ha14MeHOBaHre, KO,ihqecTBo npenapaTa B M/l/

konxqecrBo 6naxoHoB ao BTopxgHoi ynaxoBke,

ao3hpoB(a, (CreprnbHo.)), ( [lo peqenry. )),

(MecrHo a |na3.t, (nepeA npxMeBeHheM

o3Ha{oMbrecb c nprraraeltoi rr'rcrpyxqnefi n,

(XpaHrrb B HeAocrynHoM Ant Aerei Mecre.t,

yclroata xpaHeHla, (t'lcnonBoBarb B Te.leH e 28

Agei nocre BcKpblrrF OnaRoHa.)t, (XpaHrrb s

ophr14HanbHoi ynaKoEKe.t, HarMeHoaaHrel,l

coAepxaHr4e AeicrBylou{,tx EeulecrB l4

6er:alxoarn voprAa, nePeqeHb

acnoMofaTe,nbHblx BeqecTB B l Mn npenapala,

HOMep Ceprr, Aala oxoHtraHrs cpoRa roAHocT,i,

laTa ,13roToB/leBrt, HaIMeHOBaHre B,naAenbL{a

perfi cTpaqxoHHoro yAocToBepeNltF, na,narcu{erocF

npou3soatire/IeM, orBeqa|oqhM 3a Bbrnycxalou.ll4i

ROHTpOnb KaqecTBa, cTpaHy, ero,nororxn

/rarhHcKrMr,r 6yKBaMh (Santen), HoMep

perrcTpaqxoHHoro yAocroBepeHrn, uTp14x-xoA,

aHwpeHHxe KoAbl RoMnaHh|4.

Ch) ,qne Mo

AononHurenbHo nprcyrcrByror cpeAcrBa



ABxxeHr4f, /re(apcTaeHHbrx npenapaToB, Ha Bcex

xoMnoHeHTax yna{oBK{ Moryr nprcyrqr8oBaTb
3aaoAc(xe TexHo.nortqecKxe KoAbr !r

npox3EoAcTEeHHble TexHtqecxre aeTa,flH. MecTo
pacnoroxeH}la l,i LtBeT Ct'1, TexHorOrrqecKtlx
xoAoB r npor3BoAcTaeHHbtx aeranei MoxeT
MeHnTbct a 3aB14crMocT[ oT TexHororri'{eckrx
oco6eHHocrei npox3BoAcTBa. LlseToBbre orTeHKl1

Mal(eT08 ynaxoBox Moryl otrtrqaTbct oT TaxoBbtx

Ha KOMMepqecKot ynaKoBKe, TaK KaK 3aBrcST or

Fotil Batch 35fir843 (reference to Certificate of Anahsis dated 08.01.20261

Oorr^ Cepran 3500843 (ccb[Ka Ha cepr]4oxxar aHan[3a or 08.01.2026)

ABr,rHeHl4a reKapcTaeHHbrx npenapaToB. Ha Bcex

KOMnOHeHTaX ynaXOBr{t nprcyrcT8y|or 3aBoAcKxe
rexHonorl/|qecRue xoAb||4 npor3BoAcTaeHHbre

TexHhqecKqe aerarh.

Quality of the product is compliant with normative documentation n N015324/01-260219 with changes Ne 1-6l

Ka,recr8o npenapara coorBercrByer Tpe6oBaHrsM HopMarrBHoi AoKyMeHraLt|,114 n N015324/01-260219 c 3M. N9 1-6

Date/Aara 08.01.2026

Signature/noAnrcb:
^-/,,a,l . V tl*""."1,, _

{

Tarja Tuovinen
Qualified Person
Santen OY

Seal/flevaro
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