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Product (lode/ Ko,il pcnapara 3 | I l0
Batch No./ lbMep ceprE 3587421
Date ol' nranuf acturing/

Aara nF$x3Bo.rcrBa | | 12025

Date ol anallsis /',[a I a aHartt3a 12D025
Date of cxpiry/ CpoK ro.rHocrn 11/2027

Units/

Tesv rloKararenb Requiremcnts/ HopMt t ::-t-111'1^-- - E,lrurur'rre3Ytr'Tarr'l 
'nrMepe''nc

Appearancc ,'Onrcallrc Clcar. colorless solution/ flpo:pa'uuii. Clear. colorless

6ccuBernr,ri pacrBop solution/
ll po3pa.t lt br i
6ecuBcTHbri
pacrBop

Clarity / llpo3paqHoqrb S<llution must be clear and not €xoeed solution is clear

opalescencc ofrefercnce suspension I/ and does not

PacBop.ao,rxeu 6urb rrpo3paqHl'rM t{ He exceccl

tojrxeHnpeBrjt.uartona.recueHtlrlK) opalescenceof
cratAaprlrofi cycnerr3xx I rcference

suspension l/
PacraoP
Ilpo3pa,iHbli l1

He npeBHuae't
orrarjr€clleHulrlo
qraHraPTHoi

cycncH3uu I

Color / Uscrriocrr Solution must be colorless and color SolutiQn is

intensity must not exceql releronce solution colorless and

89 color intensity / color intensity

Pac tBop IoJrxeH 6bl'rL 6ecuBel r I r'lM H does not excced

r4HieBcHBHoclbokpacKxHeroilxlra rel'erence

flpeBhruJarbHHTeHcuBHocrI'oKpacKu solution89
craH.qaprHoro pacrBopa 89 color intensity /

PacrBop
6ecuaernufi H

HHTCHCABHOCTb

oKpacKH He

npeabllllael'
I{HTEHC'IBHOCTI>

oKpacku
cTaHAap-IHofo
pacrBopa 89

Identilication/ IIPLC / Retention timc ofthe main peak on the Positive/

Dexamcthasone-2 I -sodium chromatogram oftest solution obtained llo,toxti re'lbHat

phosphatc / during assay must be identical to the main

h,renTnQnxattr-rr / B')XX / peak retention time on the chromdtogrum ol

llcl(caNrela3ort-2 | -rra'rplr rfoc$ar dexamethasone-21-sodium phosphate

standard solution /
BpeMt yicpxHBaHfit oclloBHofo nrI(a Ha

xpoMaTofpaMMe ucnblTycMofo pac'rBopa,

nolyqeHHol.r npfl Ko,'llqecTBeIfi oM

onpeaeneHtit, no,,rxHo 6brrt H,UeHTFIBo

BpeMeHu y.qepxlBaurt ocHoBHol o nfiKa Ha

xpoMarofpaMMe cmtuapf Hofo pacrBopa

IekcaMeraloH-2 I -Harpxt oocoara

Pagc l/3
Crpaurzua l/3



$anten
Product/ Ilpenapar

Product Code/ Koa upenapara 3l I l0
Batch No./ tloMeD ceDrs 3587421
f)ate of manufacturing/
Aara rrpofiiBo.usrBa

Date ofanalysis /Aara aHarh3a 12/2025
Date ofexpiry/ CpoK ro,lHocrr 11/2027

CERTIFICATE OF ANALYSIS/ Page 213

CEPTI4OI| KAT AHAJII43A C'roasura2/3

OFTAN DEXAMETHASON TMG/ML 5 ML EYE DROPS/
OOTAH,NEKCAMETA3OH I M|/MJI. KANJII T,'IA3HbIE.5 M,'I

| | /2025

Test/ IloKarare,rh Requirements/ HopM6l

ldentification / HPLC / Retention times on the chromabgram ol test Positive/
Benzalkonium chloride/ solution must correspond to thc same peaks floaoxrre,roHaq
l4aenrr$rxaurr/ B3XX / retention times ofcomponcnts Cl2- Cl4
6eH3a,lKoH l.rr x,'ropxA and Cl6 on thc chromatogram of

benzalkonium chloride standard solution /
Ilp€McIa ynepxtBaHur nsr(oB ra
xpoMaTofpaN4Me HclbtTyeMofo pacrBopa
,llOJIXHIrl COOTBETCTBOBaTb BpeMellaM
yaepxHBaHxc raKH\ xe n|lKoB Ha

xpoMaTorpaMMc cTaHIapTHoro pacTBopa

KoMnoHeHroB 6eH3a,rrorrrr xroprl,la Cl2,
Cl4 ri Cl6

Assa) / HPLC / Dexametha$nc/ 0.93 - 1.07 1.00 mg,/ml
Koilu.tecrBeflHoe Mr'/rutjl

onpe,rencnre/B?X)UgeKcaMera3oH

Assay / HPLC / 0,0i0 - 0,044 0.042 mg/ml
Benzalkonium chloride / vr'/rv:t
KoJrs,recrBeHHoe onpele,reHxe /
B?XX,/ 6€H3anKoHHr xjropua

Assay / Titrimetry / boric acid 13.50- 16.50 15.37 mg/ml
Ko.iur,rccrBeHlroe onpeleaeure / ur./v_r
l'rirpriMerpr'{ecKxi / Krc,'rorr,r
6opnoii

pH 5,0 - 7.0 6.6

Dispensable volume / > 100 106 %
HoMxHa!6HUf, oobeM

Mechanical impurities/ Visible mechanical particles must not be Not detectable/
Mexaslqecrre snrpqenns present during visual inspection / He o6napyxeHo

Barnvue vexarrttecKrg BKr'rroqeHHr rtpl
BX3yaurh||OM OCMOTpC /lOJtXF6l
orcy'rcTBoBaTb

Osnrolafity/ OcMonrnbHocrb 225 - 275 25'7 mOsmol/kg
MOcMonb/Kr'

Relatcd substances / HPLC /
Dexamethasone sodium phosphate /
flocropourre npnuecu / B3XX /
,qeKcaMera3oHa Ea'rpur QocQar
Total / 53 0,33 %
c),MMa nprrMecefi

Dexamethasone / a2 0.l5 o/o

.aeKcaMera30lr

Any other / RRT 0.50 < I 0,09 %
ro6ar lpy|.ar npauecL / OBY 0.50

Unias/
Kesu|ls/
^ En]|Hl{uhr
relyJtDTaTbl' rllMepeHra



$anten
Producl I lp€rrapar

Product Code/ KoA npcnapala 3l I l0
Ilatch No./ HoMep cepnr 3587121
Date ol manulacturingl
,/laIa flporr3Bo,rlq Ba

Dato ol anal)sis /rlara aril.frrra 12/2025
Da1e ofc\piry/ Cpor( roiroc1u ll/202'l

'fcst/ fiol.arare,'rb Rcquiremenas/ HopMbr

Any other / RR I 0.93 < |

rrrc6ar rpyra{ npuNrecL / OBY 0.95

Sterility / Creprrrbrloqrh Must be sterile /
,{o.rrxel 6rrrl creprLrunurv

CERTIFICATE OF ANALYSIS/ Page 3/3

CEPT!,IOI'IKAT AHA,'ll43A CrpaHHua 3/3

OFTAN DEXAMETHASON IMC/ML 5 ML EYE DROPS/
ooTAH AEKCAMETA3OH r Mr/MJl, KAnJll{ l-JlA3HblE,5 MJI

n /2025

Resurs/ H;:'""",
FefvJtbTarl,l- rl]MepeHEa

0.09 o/o

Sterile/ Sterility /
Clepu,uHrri CrepxJrbltoclb

BLOQ/H ll Ko = Uolo\,,\' Lim it oi Quantitation/ I Irxc r rpe,acra xojtrqecrBelr HoIo onpejlejlerrtt
ND/I1O - Not Dctcctc(y He o6uap;-xeuo
RRIX)By = Rclative Retcntion 'l ime/ OrnocrrcLruuoe Bp€Mr yiepxfiBaHHt

I hercby cenil) that thc above-mentioned batch was produced and quality contlol tssted in accordancc rvith thc

approved mastcr lilrmulac. process instructions and quality control test mcthods. The batch documentation and the

analysis records rvcrc revi$vcd and found to bc in l!ll compliance with thc relevant current CMP fequiremcnts and

conditions set out iD thc Marketing Authorization issuod by the appropriatc Regulatory Authorio. No deviations or
occurrences which ma1 havc an inllucncc on the product qualit." were noted.

Ilacrorurj\| rrojlracpx,ta(). qro ) Ka3aHHar Bt'tlltc cepx, tlpolt3BeJeHa kollrpollL KaqccrRa llpoBcleH B

coortlgrqBr c ;lot(\'ueltlauteii lla ccpl4K), Textto.loanei tlpot 3Bo,lcrBa ll MgroJltkaMu KoHlport KaqccfBa,

,qoklMenrauflr Ha ccplrK, H xlpsturbr rtpoBerertH, r.rcrrl,r'raHri.i npoBcpeHH H IlolllloqrbH) coorBcrcrB) lo'l'

,reicrByroulr.rM rpe6oBarttM GMP u ycxoBtrtM. r.r'lJroxeHHltM B perucrpauholltloM ylocroBepeHlu. uuraHHoM

coorBerc'rByK)ulHNr pc|ynxropr{r,rM oprafloM. l{uKaKrx orr(JroHeuxi ntta tporculccrBrfi, Koropble MoryT lloa'rll'ttlb
ra KaqecrBo nperapata. orNteqe o ue 6HJo.

Santen Oy, Tampere/ Canrrn AO, Taunepe
27 Mu 2026/ 27 Mao 2026 r.
/^ /^\l A t | ..\ 

'.{ 
Lt tjn\1? -\_

I afla I u()\ tncn

Product Qualit) Lcad. Qualified Pely)n)/
Be.l)_utui crreulaJrttgr IIo l(agecrB' nFo,lykuxr.
Yno,rHo[to9cI|floe itruo



OFTAN oEXAMETASoN Batch 35E7421 (reference to Certificate of Analysis daled 27.07.20261

OoraH AexcaMera3oH Cepre 3587421 (ccblr{a Ha ceprxoxxar aHa 
^u3,e 

or 27.O3.20261

Page/CrpaHllqa
L/4

tmporting country / CrpaHa aBo3a: Russia / Poccun

Marketing Authorisation ot importing country /
Peeu cm po aluoH Hoe ydoc moeepe u ue cmpe Hbt ee03o :

nn-Ne(009851)-(Pr-RU) or 22.04.2025

Active Pharmaceuti(al Ingredient batch and
manufacturing site /
C e pua u n pou leod u me nb Qo pMo 4es muq ecKo i
cv6cmoHuuu:

Dexamethasone /AexcaMera3oH
Batch / CeprF: 2504532898
Manufacturing site / Tlpor3BoAhrerb:
EUROAPI France / EBPOAnTI OpaHc

4 La Paterie, 53480 Vertolave, France
Name and address of bulk manufacturing site /
Ho3aoHue u odppc nDu3aodcmeq ?omoBoi
nexopcmeeHHoi aopM6t:

NextPharma Oy, Finland / AO HeKcroapMa, OuHnsHA14F

Niittyhaankatu 20, 33720, Tampere, Finland

lvl a n uf actu ri ng Licen ce f , vqeH3y'A I F tME A/ 2O2O I 000891

GMP EAEU: NeGMP/EAEU/BY/00398-202s

Name and address of packaging site /
Hozeoxue u adpec nnou4adRu, omeeqopu4ei 30
yno4oBky:

Primary Packaging site / nnoqaAKa nepa{'{xoi ynaKoB|{x:

NextPharma Oy, Finland / AO HeKcroapMa, OrHrsHA14t
Niittyhaankatu 20, 33720, Tampere, Finland

lM an uf acturin g Licen ce f A /,qe{3k1 | FIME A / 2o2O / OAOB97

GMP EAEU: NeGMP/EAEU/BYl00398-202s

Secondary Packaging site / nnoqaAxa BroprqHoi ynaKoBKx:
Manufacturing Packaging Farmaca (MPF) 8.V., the Netherlands /
MaHyOaK,ryprHr TlekrAxxH OapMaxa (MnO) 8.8., HrAepnaHAbl
Neptunus 12,8448 CN Heerenveen, the Netherlands

Manufacturing Licence / tlhqeH3rr: 108630F

GMP EAEU: Nec tvl P/EAEU/RU /O2t78-2O25

Name and address of release site /
Hozeonue u odpec npouzeodumena (Bonycxotou.qui
koHmpollb Koqecmao)l

Presentation form /
OopMa Bbrnycxa

Santen Oy, Finland / AO Caxrar.r , Ouuanap.ua
Kelloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licence /,IlxqeH3hr: FTMEA/2OI3 /006935

Glvl P EAEU: NecMP/EAEU/Byl00378-2025

Eye drops, 1mglml (dropper bottle) 5 mlx 1 (canon pack)/
Kanrr rna3Hbte, 1nr/ru ($naxon-xanenbHuqa) 5 M,ll x 1{nagKa

l
I

I

Stabifity pe.iod / CpoK eodHocmu:

Storage conditions / Ycnoeui 
^f,oueuun:

2 years. After bottle opening - 28 days (at the temperature not 
ihigher than 25'C) /

2 ro4a; nocne acxpurrt4fl - 28 cyT. {npt TeMneparype He Bbtule 25
rPa4 ) -Keep at the temperature 2€t, i" 

"rtgi"af 
p"Ckii"C lUottf e . tne I

carton)/
npr reuneparype 2-8 rpaA., B oprrrnarbHoi ynaxoB{e (OraxoH I 

I

navxe)



Label code / Koa sruxerxu P110600014835

Carton code / KoA naqxh kaproHHoi P101100014831

Leaflet code / KoA hM n P090800014833

OFTAN DEXAMETASON Batch 3587421 (reference to Certificate of Analysis dated 27.03.20261

OOraH AexcaMera3oH Cep]at 3587421 (ccb|,lKa Ha ceprxOxKar aHann3a or 27.O3.20261

Results/ Pe3ynb-rarbl

ln accordance with section 1.3.2. of Module 1 of ln accordance with section 1 3 2. of Module 1 of

the registration dossier. the reeistration dossier.

5 ml in a transparent bottle made of low-density

polyethylene (LDPE) with a transparent dropper

tip made of LDPE, sealed with a white cap made of

high-density polvethylene (HDPE) with 3 first-

opening control. The dropper bottle, together with

the package insert, is placed in a cardboard box /

no 5 Mn B npo3paqHbr; OnaxoH v3 no4t 3lv']'eBa

Htl3Koi nnorHocrx (n3Hn) c

npo3paqHoi HacaAxoi-xanenbHHqei u3 n3Hn,

yxynopeHHbli 6enblM KornaqxoM

r3 no/rh3rl1.neHa ablcoRo; nnorHocrh (n3Bn) c

KoHTpo.neM nepBoro BcRpblll4tl.

O.nakoH_KanenbHrqa EMecre c,/lHcrKoM-

gX,naAbrureM noMeu{aelca B

KapToHHylo naqxy.

The followinq information is indicated on the

orimaryfrackage-tflabel of the bottle] in the

Russian language: the brand name of the

medicinal product with the warning symbol a,

dosage form, strength, volume of product in bottle

in ml, name of the active substance in Russian and

English, batch number, expiry date, "sterile",

"SANTEN OY, Finland", "Santen" logo, numerical

or graphical internal technical code{s) of

product/Package.
The followins information is indicated on the

secondarv oackage {carton) in the Russian

lansuaee: the brand name of the medicinal

product with the warning symbol o, dosage form,

strength, INN in Russian and English, volume of

product in ml, name ofthe active substance and

preservative in 1 mlofthe medicinal product, list

of other excipients, 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

severalcharacters longer than the batch number

given on the primarY packaging), manufacturing

date, expiry date, prescription status, storage

Page/CrpaHxqa
2/4

5 ml in a transparent bottle made of low-density
polyethylene (LDPE) with a transparent dropper

tip made of LDPE, sealed with a white cap made of
high-density polyethylene (HDPE) with a first-

opening control. The dropper bottle, together with

the packa8e insert, is pla(ed in a cardboard box. /

llo 5 Mn B npo3pa'lHbri oraxoH {3 norrsTxneHa

Hri3xoi nnorHoctr (n3Hn) c

npoapavroi raca4xoi'l{anen6Hlqei r3 n3Hn,

ykynopeHHbri 6erbrM xornaqKoM

r!3 nont4lrl4reHa BbtcoKoi nnorHocrh (n3Bn) c

r{oHTponeM nepBoro BcRpblTrn.

oraKoH-xanenbHl,'L{a gMecre c /ll4crl{oM-

ax/laAbrLIjeM noMeu{aeTc8 B

xapToHHyto naqxy.

The following information is 0resent on tne
primarv packase (label of the bottle) in thC

Russian languaqe: the brand name of the

medicinal product with the warning symbol o,

dosage form, strength, volume of product in bottle

in ml, name of the active substance in Russian and

English, batch number, expiry date, "sterile",

"SANTEN OY, Finland", "Santen" logo, numerical

and graphical internaltechnical codes of
product/package.
The followins information is oresent on

the secondarv package (carton) in the Russian

lansuage: the brand name of the medicinal

product with the warning symbol @, dosage form,

strength, INN in Russian and English, volume of
product in ml, name of the active substance and

preservative in 1 ml of the medicinal product, list

of other excipients, batch number, manufacturing

date, expiry date, prescription status, storage

conditions, warnings "Use within 28 days after

opening the bottle.", "Keep out of reach of

children.", method of administration,
"Administration and dosage: see the attached

leaflet.", "Sterile.", "Openedr-", name of the

Marketing Authorization Holder and the release

Site "SANTEN OY, Finland", bar code, numerical

and graphical internaltechnical codes of

Test/ noxa3arerb
Packaging /
YnoKoexo:

Labelling /
MopxupoeKo:



oFTAN DEXAMETASON Batch 3587421 (reference to certificate of Analysis dated 27.o3.20261

OOraH AexcaMera3oH Cepxn 3587421 (ccbmxa Ha cepr|0rKar aHa Au3a or 27 'O3.20261

conditions, warnings "Use within 28 days after
opening the bottle.", "Keep out of reach of
children.", method of administration,
"Administration and dosage: see the attached

leaflet.", "sterile.", "opened:-", name of the
Marketing Authorization Holder and the release

Site "SANTEN OY, Finland", "Santen" lo8o, bar

code, numerical or graphical internal technical

code{s) of product/package.
Additionally, there may be identification means
(15) for monitoring the movement of drugs. On all

components of the package can be factory
production technolo8y 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. /

B coorBercrBxl, c pa3aenoM 1.3.2. Moavrt 1

pef hcloauhoHHoro aocbe.

Ha neoBh,{Hofi vnaKoBXe (SThRerKe draRoHa) Ha

pf!!!9!4j3!!ef!33!133j9! roproBoe
HarMeHoBaHt4e npenapaTa c npeAynpeAxTenbHot

MapxhpoB(o; @, nexapcTBeHHylo QopMy,

AO3l.1pO8Ky, O6-beM npenapara Bo oraKoHe a Mr,

Ha3BaHl,|e AetCTByroU{efo Beqecraa Ha pyccxoM h

aHrnricKoM F3brxax) HoMep ceptrl4, Aary
oKoH'raH|,lF cpoRa foAHocTh, (cTepr,IlbHo)), (Ao

CAHT3H, OrHrFHArt)), roforrn OrpMbl (SantenD,

qvtqpoebte u I AnA .paO!4,{ecRue BHyrpx3aBo,qcRoi

(-he) rexHh,recK{i ( e) xo4 {-ut)
npenapara/ynaxosxl.r.

Ha BToor4,lHoi vnaxoaxe (xaproHHoi na,txe) Ha

py!!{9!4_E]!!!c y!33!l!319! ropf oBoe

HarMeHoaaHre npenapara c npeaynpea{TenbHoi

MapR!.lpoBkoi ", nexapcrBeHHy|o OopMy,

Ao3rpo8r(y, MHH Ha PyccKoM h aH|nrrc(oM
a3brxax, o6beM npenapara Bo OnaKoHe B Mn,

cocTaB c yxa3aHrleM {onx'lecTBeHHof o

coAepxaHxr aKTrEHoro aeu{ecr8a r KoHcepaaHTa

B 1M,n npenapara, nepeLreHb ocra,nbHblx

ecnoMorareltbiioix geulecrB, HoMep cept,t11

(OopMr poBaHhe cepr.r,1 fol9Boro npoAyKratK

HOMepy cephh, nphc8oeHHoMy npoAyxTy (ln

bulk) h yRa3a$oMy Ha ryepBt1!Hei yna{oBxe,

naoryr 4o6aealrlica ciivl€gnprt6vxBbr rtr qh0pbr),

!ononH TerbHo nphcBoeHHble lr.nt EToprqHot
ynaKoaKr. TaKhM obpa3oivl, HoMep ceptlr-1,

yxa:arauri Ha BToprqHoi ynaHooxe, moxer 6utru

Ha HecRorbr(o cl,lMgo./loB A,rI,|HHee HoMepa cepxrl,

Page/CrpaH!aqa

3/4

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

components of the package there are factory
production technology codes and technical details,

B coorBercrBl,r4 c pa3aeroM 1.3.2. MOAVne 1

per,lcTpau14oHHof o llocbe.

Ha nepBri,rHoi vnaxoBRe (gl,lxerRe 6,lakoHa) Ba

pvccxoMt3blKe vxa3aHo:Toproaoe HaxMeHoBaHre

npenapara c npeAynpeAxrerbHoi MapKrpoBXo;
o, neKapqiBeHHyto OopMy, Ao3hpooXy, o6teM
npenapara Bo onaxoHe a M.n, Ha3BaH e

AeicrByrou4ero BeulecrBa Ha pyccKoM 14

aHrrhicKoM n3brxax/ HoMep ceprr, Aary
or.{oHgaHrn cpoxa roAHocr[, (CTeprnbHot, (Ao

CAHtSH, OhHrFHAxr), .nororhn OllpMbl (5antenr,

LlHOposbre t,| f paor,recxlae BHyrpr3aBoAcxhe

rexHrqecKxe Roabl npenapara/ynaroexr'

Ha BroDl,t,tHoi vnaxoBke {kapToBrioi na,rfie} Ha

DVCCKOM r3brRe VXa3aHO: ropfoBoe
HarMeHoBaHhe npenapaTa c npeaynpeatrrenbHoi
Mapxrposxoi 6, rexapcreernyto Soptvry,

Ao3r4poBKy, MHH Ha pycct{oM h aF.tllt 
''cxo,||.a3br8ax, o6-beM npenapara Bo o,naxoHe a M,n,

cocTaB c yKa3aHreM Ro,4l,qecTBeHHoro

coAepxaH'lF aKTHaHoro aeulecrBa 14 KoHcepBaHTa

I 1 Mn npenapara, nepeqeHb ocralbHblx
BCnOMOrare^bHbtx BeqecrB/ HoMep ceprr, Aary
npofi38oAcfBa, Aary oHoHqaH!4t cpo(a foAHocTl,
yclroBl4F oTnycRa/ ycnoarF xpaHeH|4n,

npeAynpeArrenbHbre HaAnhcx ( l'lcnorl,3oBarb B

Te,reHre 28 aHei nocne Bcxpblrxtl orlaKoHa-)),
(XpaHrlrb I HeAocrynHoM A.nF Aerel,l Mecre.)),

cnoco6 nprMeHeHrt, (cnoco6 nprMeHeHha: cM

/l|4CTOK-BK/raAbrL! ), (cTephnbHo. ),
(OTxpbrro:_)t HanMeHoaaBhe Aepxarenfl

HHOTO HA



OFIAN DEXAMETASON Batch 3587421 (reference to Certificate of Analysis dated 27,O3.20261

OoraH AeKcaMera3oH Ceprn 3587421 (ccunxa xa ceprnQnxar axarrra or 27.03.20261

npor3BoacTBa, Aary okoH'raHra cpo(a toAHocTl.l/
ycnoaxf, ornycxa, ycrroBrlfl xpaHeHrr,
npeAynpeAxlenbsbre HaAnrch (hcno,4b3ogarb B

regeHre 28 AHei nocne BcKpbrrhn O,na(oHa.),
(XpaH!4rb B HeAocrynHoM A,F Aerei Mecre,r,
cnoco6 nprMeHeHtan, <Cnoco6 nprnrerertnI cu.
,14ctox-ax.naAbrur), (CTeprnbHo.}),
(OTXpbtTo:_)), HahMeHoaaHhe Aepxarent
pef rcTpaL{xoHHoro yAocroBepeHxF h

abrnycxa|oulero KoHrponr xaqecrBa (AO CAHT3H,
@rA,.aAAt A>, noforrn 0rpMbr (5antenr, u.rrprix-

xopu HoMep per[cTpaqroHHoro yAocroBepeHhs,
qr,t$poaure r,r/r-ura rpaOr.{ecxxe BHyrp13aBoAcxo;

{-re)rexHla,{ecxr; {e) koA (-bt)

npenapara/ynaxoBX14.

AonorHt4Te,nbHo MoryT nprcyrcrBoBarb cpeAcrga
hAeHrlrOrkaqr11 (C14) ArF MoHrroprHra

ABrxeHhf, nexapcraeHHbrx npenaparoB. Ha Bcex

koMnoHeHTax ynaxoBr{14 MoryT npricyrcTaoBaTb

3aBOACXXe TeXHO/lOTTqeCXXe ROAbr l,t

npoh3BoAcrBeHHbte rexHhqecKfl e AeTant/l. Mecro
pacnonoxeHrf r.1 qBeT Ctt, TexHo,4orrqeckrx
koAoa 14 npor3BoacTBeHHbrx aeTanet MoxeT
MeHFTbCf, A 3aBrChMOCTh OT TeXHOrOrrqeCkhX

oco6eHHocrel; npor3aoAcrBa, LlBeroBbte oneHkl,1
MaxeToa vnaKosoR Mofw o1,/rh9aTbcr oT TaxoBbtx

Ha i(oMMepgecxoi ynaxoBKe/ Ta( Kax 3aatcST or

Bbrnycxa|ou.{ero RoHrpons RaqecrBa (AO CAHT3H,
OrHnaHArar, ./rororrn OhpMbr (Santen ), ujrp14x-

xoA, HoMep perhcTpaqxoHsoro yAocroEepeHrfl /

q|lQpoBbrel,1 rpaQrqe€xre BHrrpr3aBoAct{re
TexHxqec(xe (oAbr npenapara/ynaxoaxl.

AononHhrenbHo nprcyrcrgyror cpeAcrBa

n4enrr-rQraxaqrr {Ch) A,tlfl MoHhropxHra

ABrrKeHrn,nexapcTEeHHbrx npenapafoB. Ha Bcex

xoMnoHeHTax ynaKoBxl/I np cyrcTByloT 3a8oAc(r..!e

TexHoror,|.{ecxhe xoAbM npol43BoAcTBeHHbte

TexHrqecl(re aeIarr.

Quality of the product is compliant with normative documentation n n-Ne(009861) -lPt-RU!-22O425 /
Xa,.recrBo npenapara coorBercrByer rpe6oaaHraM HopMarhBHoi Ao(yMeHra qx h .n n N9(009861)-(pf-RU )-220425

lssued to replace cover page dated 27.03.2026 /
BbrnyqeHo 83aMeH nprjrojlier]uq x ceprh0hKary aHa/| u3a Aarl4poBa{Horo 27.03.2026

Date/Aara 27.04.2026

/^ /-
Signature/noAnrcb: .i ai I , { Lt ir\^.-\k 

-
Tarja Tuovinen
Qualified Person
Santen OY
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