
$anten
Product Ilpcnapar

Product Code/ Kojt npeflapara

Batch no./ Hovep cepra
Date of manuf-acturing/

Aara npor3Bo,[arBa
Date of anallsiV Aara al|art!3a
Date ofexpiry/ Cpox ro,qHocrtl

Test/ IloKa3are.[6

Appcarance / Onrcarre

CERTIFICATE OF ANALYSIS/
CEPTlIOI4KAT AHAJIl,I3A

Cosopt 20 mg/ml + 5 rng/ml eye drops, 5ml
Koconr@ 20 ur/u.l * 5 ur/u,n xan.nt r.ta3uue, 5 u.n
31128
lcE0234l
06t2025

07/2025
06/202'7

Requirements/ HopMbl R€sults/ PBvrbrarbr

Clear, colorless or nearly oolorless, Clear. colorless, slightly
slightl) viscous liquid. / viscous liquid. /
flpo3pa'{Hat. 6ecuBcrutu r,rtr noerl'r llpo:parHar, 6ecuoerlar,
6ecugerrrat. c,telra st3Kat xfi/'lKocrb. cJ'ler(a Bg3Kat xl{rKocrt'.
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CrpaHr[a l/4

Units/
E!||flxuH ra3MepeHflfl

Color / IlBerlrocrb

Clarity / Ilpo:pavnocro

ldentification / lIPl,C /
Benzalkonium chloride /
flo,ljruHHocrh / B.)XX /
6etrta;r xoHtll x-.toptul

Thc preparation must stand the
comparison with the standard solution
88./
flpc||apar 

^onxer 
B6l/tepxrBarb

cpaBHcHl,ie c rTaLnoHHblM pacrBopoM

88.
The product must stand the
comparison with ret'erence [. /
flpenapal ao"rxen BbraepxrBarl'
CpaareulC C rra-lOtlOt,t I.

The retention timcs ofthc peaks Cru,

Cr.r and Cro in thc chromalogram ol
the test solution correspond to the

rctention times ol'the peaks of Cr:,
Crr and Cro in the chromatogram ol'
thc benzalkonium chloridc standard

solution (\!ithin 1 3%) /
BpeMena )ilepxtBaHrt IIHKoB Cr2,

Ct4 u Ct6 Ha xPoMaTorPaMMe

rcllHTyeMOfO pacTBopa /lonxHbl
coo tBercrDoBal b DpeMellaM

)tcpxuBaHr{ IlttKoB Cr:, Cr+ n (lrr, ua

xpoMalof paNlMe claruapf Horo
pac rBopa 6cH3a.1(oHlrt xjlopura (B

npe,le,lax a 3Yo).

The retention time ofthe main peak in
the chromatogram ofthe test solution
corresponds to the retention time of
the peak ol'dorzolamide
hydrochloride (within +2.5%) in the

chromatogram of the corresponding
standard solution /
Bpcur,r-.lcpxreatrrn ocrroBHofo nEXa

Ha xpoMalof paMMe xcnbrfyeMofo
paclBopa JloJlxHo cool BgTcrBoBarb

BpeM9Hr.r

'tepxHBallut 
n I ra ,qop3ollaMlua

|r,tpox.nopua (o nperenax + 2,5 9/o)

Ha xpoMarofpaMMc cTaHAaprHofo

Pac'rBopa
Thc retention time ofthe main peak in

thc chromatogram ofthe test solution
corresponds to thc retention time of

The preparation stands the
comparison with the
standard solution 88,/
nperapar BbrrepxrBaer
cpaBHeHlre c lTaJroBHblM
pacrBopoM 86.
The product stands the
comparison with relbr€nce I.

I Ipenapar BbEepx[aae'r
cpaBFeHHe c ?Ta,'roHoM l.
Positive / IloroxrrenbHat

Positive/ flonoxmgnhHatldentilication / HPt.C /
Dorzolamide /
floarrruHocrs / B3XX /
nop3o,'relM Llaa

Identillcation / HPt.C /
Timolol maleate /

Positive/ [IoJloxxrenbHat



$anten CERTIFICATE OF ANALYSIS/
CEPTI,I@I4KAT AHAJIII3A

Product/ llpcrrapar Cosopt 20 ng/ml + 5 mg/ml eye drops, 5ml
Koconr@ 20 ur/nr.r + 5 ur/m,r xan,ru r,rarnue, 5 *r,r

Product Code/ Kor npenapara 3 | 128

llatch no./ HoMep cepr, lCE0234l
Date o I'manut'acturing/ 06/2O25

,rlara nporsso,lcrga
Date ol'analysis/ llara asalx3a O7 n025
Date ofexpiry/ CpoK I o,rHocrr, 06/2027

'l'est/ nol(&3irc,r6 Requirements/ HopMbr Results/ Pery,rr,rarsr Units/
Eal{Hllubr l|tMepenlrfl

Ilo,r,rauHocrr / BJXX / rrMonora the peak of timolol maleate (\tithin
M&'rear +2.5%) in the chromatogram ofthe

corresponding standard solution /
Bpeur yr'lepNroarur ocHoBHoro nxka
Ha xpoMaTorpaMMe xcllbtTyeMot o
pacTBopa llonxr|o cooTBgrcTBoBaTb

BpeMeHH

YIePxfi Ballrt nH Ka T'Il!()nor'la
Ma"leara (a perenax + 2-5 o/rl H^

xpoMarotpaMye cTaH,,lapTHof o
pacrBopa

Viscosit) / Br3Kocrb 65 - 170 88 cP / cll3

osmolalit) / Ocuo;rrru,sosrs -0.60 - -0.45 -0.49 'C

pll 5.5 - 5.8 5.6

Assay / IIPLCI / Benzalkonium 90.0 115.0 96.5 % of label claim /
Clhloride/ o/o or ta_ranesnoro
Koartecrnenrroc onpe,terrenue / go,{epxaHnt
B')XX / 6eH3anronur xnop&q
Assay / HPLC / Dorzolamide / 95.0 - I 10.0 99.5 % of label claim /
Ko.irxqccrBeHfioe onpeAe.'IeHue / oZ ot 3ateJreuaor.o
ll'fxx / jrop3o,raMxr'l conepxaHrry
Assay / I{PLC / Timolol/ 95.0 - 110.0 99.6 % of label claim /
Ko.rrqecTBeHloe onpe,leneHrie / o/o ot :argleriaoro
BIXX / Tarvo,ro,r co,.cpxa'r-t,
Related lmpurities / IIPLC /
l)orzolamide /
PorcrBcBHHe rrpuMccr / B?XX /

'Ilop3oJlaMxA(lis-Dorzolamide/ 32 ND/HO %
llric-!op3ojraMhjl
I)csethlldorzolamidc/ < 0.5 ND4IO n/.

,:tel )Tririlop30jraNrrit
Any other single impurity/ <0.2 ND/HO %
Jl|o6ar,'lpyrax e,ttlHh,iHat
rrplrMccr,
.loral 

related impuritics/ 32.5 ND/HO o/o

cyuMa nprMecei
Relatcd lmpurities / HPLC /
'l imolol maleate /
PojtcrBeHH6re rlpfiMca l B?')KX /
'lruo"ror ua:rear

ldentilied impuriry L-6137091 < 0.5 ND/ O o/.

hileHrx(DxurpoBafi Har nprMecL l,-
61,1709

ldenriticd impurity l.-'714471/ S 0.5 ND4iO o/o

H,rcHThrDr-ruxpoBaHrrar nprMecr, [,-
't 1447 |
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$anten
Product/ flperrapar

l'foduct Codc/ Ko,a npenapara
lJatch no./ HoMep ceprh
Datc o I'manu lbcturing/
Ait|a rrporjaojc'rBa
Datc ol anal)sis/ Aara aHa-ru3a

Datc ol crpirl/ Cpot< ro,tnocrr

Test/ [IoKa3arcJrb

f dentifi cd impurity L- | 53437 I
haerrar!runpoeaurar np|-lMech L-
L-153437
Any othor single impurity /
Jl|o6at jrp!r'ar ejlxrxqrat
rprlMccb
'I otal rclated impurities /
cyMr\ra IprMecel

Mcchanical impurities /
Mcxarrrr.rcoKHe BKJttogeHut/

Voluml.' of packagc content /
O6,bcM cojlcpxHMo|o

) IakoBKH

CERTIFICATE OF ANALYSIS/
CEPTI4OI4KAT AHA,'I II.}A

Pagc 3i4
Crparrrua 3/4

Cosopt 20 mg/ml + 5 mg/ml eye drops' 5ml
Koconr@ 20 ur/nu * 5 mr/u.r xan.ru r.rasnue, 5 m.t
31t28
lcD0234l
06/2025

o7 /2025
06D027

Results/ PBynbrarbr Units/Requirements/ HopMbr

5 0.5

:' 0.4

:' 1.0

ND/HO
E,(rlErlubr ||3MepeBnc
%

o/o

Yo

ND/HO

ND/I{O

Sterility /
CTepl-r]lbHoci r,

The product must be t'ree ofany ComplieV CooraeTcrayer
visible particles /
Br,[uMble MexaH uqecr(He BXJ'ltoqeHrt

.4OnXHbr OlCylCTlroBarb

The average net volume ol'content of Average 5.63 mL/
thc l0 Cpe,lBee 5.63 M,'I

boltles is NLT thc labcllcd amount
and thc
nct volume ofcontent ofany single Individual I I lolo/

bottle is OtrenbHoro I I lyo
NLT 90% ofthe labelled amount. /
Cpe.qHee 3HaqeHre 06reMa
co,lepxfiMoro,
paccqrrauroe ,[rr l0 $aarouoa.
,4O,,l)l(HO

6brrb He MeHee yka3aHHor-o Ha
')trKe'tke. a
o6leu ,rrc6oro orrerbHorc QnaKoHa
cocrag"rltcr nc nenee 90 o4,

yKiBaxHofo Ha

ITI] KETKE.

Product must be sterile/ Complies/ Cooroercrayer
flpenapar ro,'rxcH 6hrrr' cicpxnbHbrM

BLOQ = Bclow I-imit ol Quantitation/ HnKO - Hrixe llpe.lena KoJ'rurlecrBeHHoro onpe.uereHtt
ND - Not Dctccted/ HO = He o6HaplxeHo
IIR I = Rclati!e Retention Time/ OIly : orHoct.r'tcirbHo€ BpeMt ytepxrBaHnt

I hcreb) ccrtifi rhar thc above-mentioned batch was produccd and quality control tested in accordance rvith the appro! cd mastcr

fbrmulae, process instructions and quality control test methods. The batch documentation and the analysis records were reviewed

and lbund to be in f'ull compliance with the relevant cunent GMP.equirements and conditions set out in the Marketing Authorization

issued by the appropriate Regulatory Authority. No deviations or occurrences which may have an influence on the product quali0

were notcd.

llacTot txM tro,ITBcpxlao, 9To yKa3aHHiu BLlue ccpl.tt llpoL3Be]leHa' l{ KoHTpoJ'r6 KaqecrBa rpoBe,lell B coorBglcrBult c

,torqMeHTautcii Ha cepHKl, TexHo,tot'llefi npor.i3Bo,tcrBa x MeloJlrKaMr KoHTponr rc.recrBa. AoKyMeHTaqht |ra cephru u xlpHailbl
lpoBe.aenxq tcnHTalrt npoBepcHbt u no,tHocrLm co(rrBercrtr)rct reiflByrour-{M rpe6oBauntM GMP tt ycJloBtltM, u3noxeltHblM

B pertcrpauuolrroi\r ]- 
jtocroBcpeHrrt, BbtilaHHoM coorBsrcrayruulttM peryntroplblM opraloM. IlrKaKxx orKltoHcHI'li l4lll'i

flpol.iculecrBl.ti. Korophre Moryl rroB.Jll,lt't b Ha KaqecrBo npertapara, olMc,reuo He 6br,1o.



Santpn
Producu llpenapar

Product Code/ Koa rpenapara 3l 128

Batch no./ Hovep cepra lCE0234l
Date of manufacturing/ O6n025

Aara fipofl3Bo,lcrBa
Date of analysiy,Uara axanr3a 07n025
Date ofexpiry/ Cpo( ro,4Hosrx 0612027

CERTIFICATE OF ANALYSIS/
CEPT|{OI,|KAT AHAJII,ISA

Cosopt 20 mg/ml + 5 mg/ml eye drops, 5ml
Koconr@ 20 nr/ua * 5 ur/u.n xan;rn r,naurre. 5 ua

PaEe 4/4
CrpaHrua 4/4

Srtrtcr Oy, Trmpere/ Tr nepc
24 Nov 2025 / 24 u'ot 2025 r
/\ - /'\\ Qr t \'J t-{- s-vvrt .-

Tarja tuovinen
Product Quality Lead. Qualified Person/
BsAyuxt cneux&rrcr no KaqecTBy nporyKul, ,t,

YfiorHoMo'{eHHoe ,'IIluo



Cosopt 20 mplml + 5 mslml Batch 1CEO2:'41 (reference to Certificate of Analvsis dated 24.11.20251

Koconro 20 Mrl,[, + 5 M]/M, cep]rn 1cE02341 (ccbrrxa Ha ceorxorRat aHanBa ot 24,11.20251

Page/CrpaHxqa
r/4

lmporting country / cTpaHa BBo3a: Russia/PoccHn

MarketinS Authorisation of importing
country /
Pezucm po quoH Hoe ydgcmoeepe H ue cmpo H bt

aao30:

n N011096 or 14.10.2008

Active Pharmaceutical Ingredient batch and
manufacturing site /
Cepua u npouteodument
Osp Mo ue am u 9e c xo i cy6c m o H Llu u :

Dorrolamide / Aop3oraMxA
Batch I cepul:. 202403224044
Manufacturing site / npox3BoA[renb:
F.l.S. - Fabbrica ltaliana Sintetici 5.p.A. /
Ol4g-Oa66ouxa UJaAraHa CrHrernu'1 C.n.A.

Via Dovaro,36045, Lonigo (Vl), ltaly
Timolol / Timolol
Batch / Ceprn: 004-24 TMDB

Manufacturing site / npor43BoArrenb:

Fareva La Vall6e/
OapeBa na Banne

Zone Industrielle de Blavozy, 928 avenue Lavoisier, 43700 Saint-Germain-

Laprade, France

Name and address of bulk manutacturing
site /
Ho3saHue u odDec npuleodcmoo eomoeod

neKopcmeeHHoi dopMbt:

Santen Pharmaceutical co., Ltd. Noto Plant,.japan /
CaHrsh OapMacblorrKa, Ko. .nrA. 3aBoA Horo, fl noHxt
2-14,Shikinami, Hodatsushimizu-cho, Hakui-gun, lshikawa, 929-1494, Japan

Name and address of packaging site /
Ho3aoHue u odpec nnou.pdxu, omeeuonuled
30 ynoKoaKy:

Primary PackaSing site / nroqaArc nepBr,{xoi ynaxoBxr:

Santen Pharmaceutical Co., Ltd. Noto Plant, Japan /
caHT3H 0apMacbpr,rKa, Ko.,nrA. 3asoA Horo, 9noHr1n

2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, lshikawa, 929-1494, Japan

secondary Packaging site/ nrorFAxa srophql|oi ynaxoaxr:
Manufacturing Packaging Farmaca (MPF) 8.V., The Netherlands /
MaHyoax,{yp[Hr neKxAxxH OapMa{a (MnO} 5.8., H[AepnaHAbl

Neotunus 12, Heerenveen,8448 CN, The Netherlands

Name and address of release site /
Ho3eaHue u odpec npouleodumenn
( BunvcKotowui xoHmDono xauecmao I:

Santen Oy, Finland / AO Canren, O|r'.HnAHAt4a

Kelloportinkatu 1, 33100, Tampere, Finland

Stability period / CpoK eodHocmu: 2 years. After bottle opening - 28 days /
2 roAa. l4cno/rb3oBarb B reeeHxe 28 AHei noc.ne BcKpb[xF onaxoHa.

Storage conditions / ycnoeua xpaHeHuF: Keep at the temperature not higher than 25'C, protected from light. /
XpaHhrb npH TeMneparype He Bbrure 25"C a 3au{rtu{eHHoM or cBera Mecre.

Label code / Xoa ?rr erx|a P110600011816

carton code / Koa naqxr raprossoi P101100011866

Leaflet code / Koa hMn P090800011815

Test/ noxa3arerb Requirements/ Hopmbl Results/ PByrbraru
PackaginS /
YnoKoaKo:

5 mL into LDPE dimDle olastic bottle with LLDPE

dropper tip and PP cap. 1 bottle with the leaflet in
the carton pack. /
no 5 M, Bo oraxoH n3Hn nrasr[Kosbri c
yrny6neHrrMx c Ao3aropoM nnfHn I
fl onrnoofl x/teHoBbtM xo^naqKoM. 1 onaxoH c

uHcrpyRr4rei no npt4MeHeHuK) B KaproBHoi

naqKe.

5 mL into LDPE dimple plastic bottle with LLDPE

dropper tip and PP cap. 1 bottle with the leaflet is

in the carton Dack. /
no 5 Mn Bo oraKoH n3Hn nracr|'|xo8bri c

yray6aexnnmr c AolaropoM In9Hn 
'.no/r[nponure8oauM KornaqxoM. 1 oraKoH c

rlHcrpyKr.{xei no np14MeHeHr|o HaxoArrcn B

RaoToHHOt na'{Ke.

Labelling /
Mopt<upoexo:

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

languaqe: trade name of the product with the o

The followins information is oresent on the
primarv pack {label of the bottle) in the Russian

lansuage: trade name of the product with the o



sign, generic name, pharmaceutical form,
strength, product volume in the bottle in ml,
warning "Sterile", registration certificate holder
logotype (graphical symbol and Romanized
abbreviation), batch number, expiry date, line of
first opening control, produd code(s).
The followine information is indicated on the
secondarv oack (carton) in the Russian laneuaqe:
trade name of the product with the o sign, generic

name, strength, pharmaceutical form, product
volume in the bottle in ml, name and content of
the active ingredi€nts in 1 ml of the product, list of
excipients, quantity of bottles in the pack,

warnings: "Read the enclosed leaflet before using
the product.", "Only for topical use.", "sterile"
"Keep out of the reach of children.", "Use within
28 days after opening ofthe bottle", registration
certificate holder logotype (graphical symbol and

Romanized abbreviation), name and country of
the registration certificate holder that is release

site, name and country of manufacturer, storage
conditions, prescription status, 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), manufacturing
date, expiry date, registration certificate number,
bar code, product code(s).
Additionally, identification means (Sl) may be
present to monitor the movement of drugs. All
packaging components may have factory process

codes and manufacturing technical details.
Location, text size, color of Sl, graphic symbols,

technological codes and production details may
vary depending on the technological features of
production. Color shades of packaging layouts may

differ from those of commercial packaging as they
depend on printer specifications. /
Ha 3TrKerHe draxoHa Ha ov€cxoM a3blxe
ylS3UEelgIYOproEOe Ha,rMeHOBaHhe npenapara c

npeAynpeArrenbHoi MapKxpoEKoi 6,

rpynnhpoBoqBoe HaxMeHoBaHue/ nexapcTBeHHyo

$opMy, Ao3xpoB(y, o6tea,r npenapara eo

onaxoHe B Mr, BaAnhcb (CTepnnbHo).

HarMeHoaaH|,e r cTpaHy EraAerbqa
perlcrpaqroHHoro yAocToaepeHrr noroThn
sraAenbqa PY{rcaoxLtecxni cr4Mao, h
a66peBxarypy Ha rarxHuqe), HoMep cepr{, Aary
oKoHqaHxn cpoKa roAHocTrl, KoHTponb nepSoro

Cosopt 20 mp/ml + 5 ms/ml Batch 1CE02341 (reference to Certificate of Analvsis dated 24.11,2025)

Koconrc 20 
^irlm, 

+ 5 mrlm, Cepxr 1CEO2341 (ccbrnKa Ha ceprxorKar aHarrca or 24.11.20251

sign, generic name, pharmaceutical form,
strength, product volume in the bottle in ml,
warning "Sterile". registration certifi cate holder
logotype (graphical symbol and Romanized
abbreviation), batch number, expiry date, line of
first opening control, product codes.
The followine information is oresent on the
secondary oack {carton) in the Russian lansuase:
trade name of the product with the o sign, generic

name. strength, pha rmaceutical form, product
volume in the bottle in ml, name and content of
the active ingredients in 1 ml of the product, list of
excipients, quantity of bottle5 in the pack,

warnings: "Read the enclosed leaflet before using
the product.", "Only for topical use.", "Sterile"
"Keep out of the reach of children.", "Use within
28 days after opening of the bottle", registration
certificate holder logotype (graphical symbol and
Romanized abbreviation), name and country of
the registration certificate holder that is release

site, name and country of manufacturer, storage
conditigns, prescription status, batch number,
manufacturing date, expiry date, registration
cenificate number, bar code, product codes.

Additionally, identification means {Sl) are present
to monitor the movement of drugs. All packaging

compgnents have factory process codes and
manufacturing technical details. /

Ha 3ThKerKe d.naKoHa Ha ovccKoM r3brKe vxa3aHo:

roproBoe HarMeHoBaHhe npeoapaTa c

npeAynpeArrenbHoi r apxhpogxofi o,

rpynn14poBoqHoe HaxMeHoBaHre, /reKapcTaeHHyro

OopMa, Ao3rposKa, o6beM npenapara Bo

Ona(oHe a M,n, HaAnrcb (CTepF,rrbHo,)

ilahMeHoaaHr!e14 clpaHa Blaae.4bl{a
perrcTpaLuoHHoro yAocToEepeHxfl nororhn
BnaAerbqa Py(rpaOH!ecxli cl.1MBo,/r l,r

a66peeraarypy xa narrHxqe), HoMep cepxri, Aara
oxoHLraHrt cpoxa toAHoctr4/ xoHTporb nepBoro

Page/CrpaHxqa
2/4



Cosopt 20 mg/ml + 5 mglml Batch 1CE02341 (reference to Certificate of Analvsis dated 24.11.2025)

Koconr@ 20 r'nrlMn + 5 Mr/Mn CepHn 1CE02341 (ccbtnxa Ha ceprroxKar aHarla3a or 24.11.2025)

Ha BropxeHoi vnaxoBXe {KaproHBofr na,iKe) Ha

py!!!9.!4j9!l!9f[!!9!]galql roproBoe
HahMeHoBaHxe npenapara c npeAynpeAxrenbHoi
MapxhpoBKoi @, rpynnhpoBo,iHoe
HarMeHoBaHhe/ ao3hpoBXy, nexapcTseHHylo

$oprrry, o6uervr npenapara Bo 0naKoBe B M,n,

HarMeHoBaHrS 1.4 coAepxaHne Ae14crBylou.{rx
BeqecrB B 1Mn npenapara, nepeqeHb

8Cfl OMOrale/lbHbtx BetueclB, Ro/l14qecTBo

0naKoHoB B ynaKoBKe, HaAnhch: (nepeA

nprMeHeHreM o3HaxoMbTecb c npxnafaeMot
,ahcrpykqrefi .)), (Torbxo A/rt MecrHof o

npl,|MeHeHr9.)), (CTepInbHor, (XpaH|4Tb B

HeAocrynHoM Ann Aerefi Mecre.), (flcnorb3oBarb

B Te,reHre 28 AHei noc.ne BcRpbrrhff 0.naxoHa.t,
noror{n a.naAelrbqa PY(rpa$rvecxli crueor!,
a66peBharypy Ha narrHrqe); HahMeHoaaHre t1

cTpaHy BnaAenbqa perrcTpaqroHHoro
yAocToBepeHrr, tBrSloulefocn abrnycxaloull4M

xoH1poneM Katrectaa, HarMeHoBaHhe I cTpaHy

npotlsBo atfi e/l'a, yctoB14F xpaBeHrn, yc.no8l,iff

ornycxa npenapaTa/ HoMep ceprr
(oopMr,lpoBaHre cepr14 roroBoro npoAyxra: (
HoMepy (eprr, nphcBoeHHoMy npoAyRry (in

bulk)l,1 vKa3aHHoMy Ha nepBuLrHoi ynaRosxe,

Mofvr p'06aBnarbca c{MBonbr (6YXBbr frr r.{u0pbl), i

AOnonHrTerbHo nphcBoeHHbre A-|la

npoMexyro,.rHo;/BTopl,t,rHori ynaxoBKla. TaR|aM

o6parou, rouep cepru, yKa3aHHoi Ha

npoMexlroeHoi/ BToprvroi ynaxoexe uoxer
6crrt sa gecxoauxo ct4MBonoB 4nrHHee HoMepa

cephh, yKa3aHHoro Ha nepera,rroi ynaxoexe), 4ary
r:roroenexrn/npor3aoAcrBa, Aary oxoH!aHr!n

cpoRa roaHocTh, HoMep perrcTpaqhoHBoro

yAocToBepeHr9, urTpr4x-Ro!" TexHo.norrlec|(xe

ROA{br'.

AononHrren6Ho Moryr nprcyrcrBo8arb cpeAcrBa

vAe{f ,1+,,Ra\vu \Cn) Anf, MoHtrroPhBra

AB|4'ReHl49 nel{apcraeHHbtx npenapaToB. Ha acex

koMnoHeHTax ynaxoaK, Moryr nprcyrcrBoBarb
3aBOACRre rexHO,4Of r'lecK|4e Xoabl,

Ha BTopx.rHoi vnaxoBXe (KaproHHoi na,rKe) Ha

pvco(oM a3brKe vxa3aHo: Toproaoe HarMeHoaaH|,1e

npenapara c npeAynpeA[TenbHoi MapKrposkoi
o, tpynnrpoBo.{Hoe HatMeHoBaHre, Ao3t4poBxa,
neRapcrBeHHylo oopma, o6uervr npenapara 8o

SnakoHe s Mn, HatMeHosaHht t4 coAepHaBqe

AericrByrol4xx BeqecrB B 1M, npenapara,

nepe'reHb acnoMotaTerbHbrx BeqecT6/

xonrqecrBo onasoHoa B ynakoBke, HaAnrcr:
(TlepeA npxMeHeH!4eM 03HaRoMbrecb c

nprnaf aeMo; rHcrpyxqrei.D, (Tonbxo A,8
MecrHoro nprMeHeHhF.)), (CTeprrbHo),
(XpaHl4Tb B HeAocrynHoM A-Iln Aeret! Mecre.)),
(hcno,b3oBaTb B Te,{eHte 2g IHei nocne

Bcxpbrrxr Ona xoHa. t, ,nororrn B./taAe,nbqa

Py(rpaou,recKhi crMeon r a66peerarypy ra
,naTr!Hr.1qe); HahMeHoaaHhe ,l cTpaHa Braaenbqa

pef hcTpaq!|oHHof o yAocToBepeHra. fl BIaKtqerocF
Bbrnyc(apr4xM RoHTporeM l{aqecrsa,

HaqMeHoBaHxe x cTpaHa npor3BoArlTena,

ycroEllS xpaHeHhn, ycloarn ornycxa npenapaTa,

HOMep Cep|4!|, aara r3roroB/leHht/npox3aoAcraa,

aaTa osoHqaHhF cpoKa roAHocrr!, HoMep

per cTpaqroHHoro yAocToBepeHrF, LllTprx-KoA,

TexHo/torrqecHre xoAbl.

AononHurenbHo npr!cyrcrBypr cpeAcr8a

rAeHT[or!Kaqrfi (C14) Ann MoHt4]oprHf a

aBu>ReHrr ne|{apcTaeHHblx npenaparoB. Ha Bcex

ROMnOHeHTaX ynaKOBXr npHcyrcTBoByror

3aBOACKUe TeXHO,IIOf l4qecKre KoAbll.

nporl3BoAcTBeHHbre rexH14'lecRxe AeTarr.npo|43BoAcrBeHHble TexHx\iecx|4e AeTan . Mecro
pacno^oxeHxF 1.1 rlBeT ct',l, TexHO/lOrrqecxlx

|{oaoB h npoq3aoAcrBeHHblx Aerarefi Moxer
MeHnTbcff s 3aB|4chMocTl,l oT TexHo/lotl/lecKrx

oco6eHHocrei npofl 38oActBa. Ll8eloBble orreHKx

Maxeroa vna|<oBoK Morw orrrqarbcS oT TaKoBblx

Ha xoMNreo,lecxoi vnaxoBXe, TaK Kax 3aBrcflT oT

TexHrlecSrx

Page/CrpaH!aqa
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Cosoot ZO ms/ml + 5 mr/ml Batch 1CE02:t41 lref€rence to Certificate of Analvsls dated 24.11.20251

Koconr. 20 ,ur/m, + 5 r/M, Ceoxt 1CE02:141 lccbnxa Ha cetrrorxar aHa,|x3a o? 24.11.202|i1

Quality ofthe product is compliant with normative documentation n N011096-270421with changes Ns 1-2 /
RaqeqrBo npenapara coorBercrByer rpe6oaaHxFM HopMarrBHgi AoKyMeFraqtrx n NO11$t5-270421c r3m. Ne l-2

Date/Aara 24.7L.2025

Signature/noAnrcb:r/^
'.,fq h c. \ t t-.c-r,r-r* -r--,

I Tarja Tuo\rinen
eualified person
Santen Oy

seal/ne,{arb
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