
$anten
Pmduct/ I lpcnapar

Produd Code/ KoA np€rapara
Batch no./ HoMgp cepru
Date ofmanulbcturing/
Aara [poH3BoacrBa
Date 01' analysis/,Ilara arraJrn3a

l)atc of e\pir)/ CpoK rol|locr u

Test/ norararcJb

Appearance / OrucaHne

(irltrr/llserrrocrr

CERTIFICATE OF ANALYSIS/
CEPT14OH KAT AHA,'I 143A

Cosopt 20 mg/ml + 5 mg/ml eye drops, Sml
Koconr@ 20 ur/ru.r * 5 ur/u.r nan.nn r.rasnue, 5 u.r
3l128
tcE0243 r

09/2025

10/2025
09/2027

Requirements/ Hopulr Results/ Pe3ynbrarrr

Clear, colorless or nearly colorless, Clear, colorless, slightly
slightly viscous liquid. / viscous liquid. /
llpo3paqHar, 6ecuBe, Har rnr noqrr llpo3pa,{Har, 6ecuBerrrar,
6ccuaerriat, cJrefKa Bi3Kat xraKocrb. o,refKa Bt3Kat xtaxocrb.

'lhe prcparation must stand the l'he preparation stands the
comparison lvith the standard solution comparison with the
R8./ standard solution 88./
llpenaparAonxeHBr,rlepxxBarb flpenaparsu|^[epxueaer
cp,tBfleHl'e c STaroHHbrM pacTBopoM cpaaH€H&e c STlutoHHbrM

88. pacreopov 88.

Page lA
ClpaHr-rtla l/4

Units/
Ear|Hr|ubr ||3Mepeuus

ldcntification / HPLC /
Bcnzalkonium chloride /
no,tirHrrHocTh / B')XX /
6eH3a-;lKolt It x,'lopt,1

Clarity / nporpalrocru The product must stand the
comparison with reference l. /
I Ipcnapar ao,rxer BurepxrBarb
cpaBHcHre c rraltoHoM I.

The retention times ofthe peaks Crz,
Cr+ and Cro in the chromatogram of
the test solution correspond to thg
retention times ofthe peaks ofCr:,
Crr and Crr in the chromalrgram of
the benzalkonium chloride standard

sQlution (within i 3%) /
Bpevetra y,repxroanrr rrrroe C11,

C14 x Ct6 Ha XpOMaTOrpaMMe

HCnh|Iy gMof o pacTBopa aoJrxHr,l
g)oTBet gf BoBaTb BpeMeHaM
y,qepx[BaHnt nfir(oB Crr, Cl4 u Cro sa
xpoMa rof paMMe cTaHAapTHoI\)
pacraopa 6eH3a-'roHrr rropuqa (o
npeaeJrax + 37o).

The product stands the
comparison with refbrence l.

flpenapar aurgepxuaaer
cpaBHeHt,le c ]Ta"loHoM I.
Positive / lloaoxure,rrsar

ldentifical.ion / HPLC /
Dorz-olamide /
IlolLU.rHHocrb / B')XX /
iloploxaMalla

'Ihe rc[ention time ofthe main peak in Positive/ nonoxHrenr,Hat
the chromatogram ofthc test solution
conesponds to thc retention time of
the peak of dorzolamide
hydrochlo.ide (within +2.5%) in the
chromatogram of the conesponding
standard solution /
Bpevr y,tepxuaarrr ocHoBHoro nuka
Ha xpoMaTofpaMMe lictLrryeMolo
pacTBopa aoIXHo cooTBcTcTBoBaTb

BpeMeHr

)AepxqBaHrr ||uka lop3oJraMa.ua
I l.lapouopraa (8 npeae.Jla\ + 2.5 7o)
lra xpoMaTof paMNre cTa!,aapTHoro
pacTBopa

The retention time of the main pcak in Positive/ Iloroxure.rrsaq
the chromalogram ofthe test solution
conesponds to the retention time of

Identilication / HPI,C /
Timolol maleate /



$anten CERTIFICATE OF ANALYSIS/
CEPTU(Dr{KAT AHA,'I'I3A
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Product/ flpcrapar Cosopt 20 mg/ml + 5 mg/ml eye drops' Sml
Koconr@ 20 Mr/Mr + 5 nnr/na.n rau.rn r,ra:nrre, 5 u.l

Product Code/ Koa npenapara 3l128
Batch no./ HoMep cepnr lCE0243l
Datc ofmanulbctudngl 09/2025

Aara npoHiBoilcrBa
Datc ofanalysis/ Aara axanx3a 10/2025

Datc ofexpiry/ Cpox ro,tuocra 091202'7

Test/ JloKa3areJrb Requirements/ HopMbI Results/ Pe3yrbrar6l Units/
EaI|Hr|ur'I r|3MePefifi{

flo,llHHHocrr, / B3XX / rruoaora the peak of timolol maleate (within

Marear +2.5%) in the chromatogmm ofthe
corresponding standard solution /
BPeMt YrePxHBaHfit ocHoBHoro t|l,lka

Ha xpoMaTol paMMe uallbITyeMofo
pacTBopa.{oJrxHo coo rBercrBoBarL
BpeMeHI-r

ylepxuBaHrt Ill{l€ Tt'lMolloJ'la

Ma,'reara (B npeaenax + 2.5 Vo\ Ha

xpoMarorpaMMe craxaap rHof o

pacTBopa

Viscosity / BtiKocrb 65 - 170 88 cP / cl 13

Osmolality / OcMont,'lbHocrb -0.60 - -0.45

nll 5.5 - 5.8

Assay / HPLC / Benzalkonium 90.0 - 115.0

Chbride/
Ko;rrqectaeHtroe onpe/leneHne /
B?XX / 6eH3!utKosut xnoPI-rA

Assa) / IIPLC / Dorzolamide / 95-0- 110.0

Korr,iecrBertltoe onpeag'reHxe /
BS)KX / ,lop3on aMx,u

Assay / HPLC / Timolol/ 95.0 - 110.0

KoJlu,recrBeHHoe onpeaeneglie /
B?XX / Trvoro,'r

Related Impurities / I'lPl,C /
Dorz-olamide /
PojlclBcHHHe IIPIrMeor / BSXX /
Aop3ojra\flr,1
CisJ)orzolamide/ =2qlc-,lop3ojlaMr,rl
Deseth) fdorzolamide I 

=0.5
.qe3)Trn,{op3onaMq,[
Any other single impurity/ 

=0.2
Jlrr6as .tpyrar e,auusqttar

rpuMec6
Total related impurities/ <2 5

cyvwa npuuecei
Related Impurities / HPLC /

Timolol maleate /
PorcrBeHHbre npuMecr / B?XX /
TxMoroJr Ma-tear

Identified impurity L-613',1091 s 0.5

H,rerrut!aul;xloaunat nPsMecb L-
614'109

fdentiliedimpurityl,-7144711 10.5
14;terlu$ruttposannar npnvecu l-
71447 |

-0.48

5.6

100.1

99.6

99.7

'c

% of label claim /
70 OT 3atBIeHHOl-O

conepxaHm

Yo ol' label claim /
9'o oT 3atBIeHHOl-o
coaepxaHu9
% of label claim /
7o or larsJlexHOro
coaepxaHl4t

ND/HO

ND/I IO

ND/HO

ND/HO

y"

vo

%

ND/HO

Nt)/tto

Vo



$anten CERTIFICATE OF ANALYSIS/
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Product/ Ilperapar Cosopt 20 mg/ml + 5 mg/ml eye drops, 5nl
Koconr@ 20 ur/u.l + 5 mr/m.r xan.rs r.rauuIe, 5 u,r

Product Codc/ Ko,'l rperapara 31128
Batch no./ Hovcp cepnrr lCL0243 |

l)atc ol-manul-acturing/ 09/2025
,Ila ra npox3BoacrBa
Date of analysis/ .(ara artaJrr3a 10/2025
Date ol'expiry/ Cpok ro,4Hoc.ru 09/2027

TesV noKa3are"rr, Requiremenas/ HopMH Results/ Pe3ynLTarrr Units/
E[nrnutr nrMepenuc

fdcntified impurity L-153437/ :0.5 NDiHO o/o

Hacuru$uurpoaanrrar nprvccl l--
L- r53437

Any orher single impurity / S 0.4 ND/HO o/o

Jlru6ar .apyrar e,arnarnar
npIMecb
'l otal relatcd impurities / S 1.0 ND/HO yo

clMr\ra rrpxMccc,

Mcchanical impurities / fhc product must be frce ofany ComplieV CoorBercrByer
MexasrqecxreBr,'rlrl,{er}r!/ visiblcpa*iclcs/

llUll.iNIblc MexaHfi ,iecKLie BKJ.ltoqeHLtt

,rloJlxHbr ol cyTcTBoBaT6

Voiume ol-package content / 'lhe average net volume ofcontent of Average 5.65 mL/
OohcM cotepxrrM()ro the l0 CpeAHee 5.65 Mjr
yraKoBrd.t bottles is NLI the labelled amount

and the
net volume ol'content ofany single lndividual I l2'lo/
bottle is OrnenbHoro I l27o
Nl,l'90% ofthe labell€d amount. /
Cpe,tHee ruaveure o6l,eua
coa9pxtMoro.
paccqrrraHHol: am l0 QnaxoHoB,
aoJlxHo
6urrr ue vexee yra:annorc na
')TH ke fl(e. a
o6rclr,rro6oro orrerrruoro Q,raroHa
COCras,lrer Hc I'aeuec 90 o4.

yKaSaHHOIrC Ha

')1HI(eT(e.

Starility / Product must bc sterile/ CornplieV Cooreercreyer
Crepu,'rbHoc lb l-lpenapar ,lolxe 6r,rrh creprnhHbrM

BLOQ : Below l,imit ol Quantitation/ llllKO = rrxe npe.{era KoJrBqecrBeHHoro onpereJ'reHBt
ND .= Not Detcctcd./ HO = He obnapyxeflo
RRI = Relative Retention 'l ime/ OBy = orHocrreJ'rbHoe BpeMr yAepxnBaHrt

I hereby c€rtily that the above-mentioned batch was produced and quality control tested in accordance with the approved master
formulae. process instructions and quality control test methods. Thc batch documentation and the analysis records were reviewed
and fbund to bc in lull compliance with l,he relevant current CMP requirements and conditions set out in the Mark€ting Authorization
issued by the appropriate Rcgulatory Authority. No deviations or occurrences which may have an influence on the product quality
were noted.

Hacrorurrv nonrBepxllarc, qro y(a3anHar Bbrrue cepm npox3Beaela, n KoHTpo,'rb xaqecrBa npoBelen B coo'lBgTcrBlrt c
.qoKyMcHTaurrei Ha ccplj|(), rcxHonoftefi npoH.tBorcrBa li Mero,[HKaMH KoHTponr Ka'iectBa. AoKyM€HTarur Ha cepnro r xypHiurbl
rpoBeagfir.rr rcnbrraH{i rpoBepeHbr r norHo!'Tr,r() coorBercrel or ieicrayrcurv rpe6ooaurru CMP t,t ycnoB[rM, t,t3;toxeHHLrtl

B pel crpaluoHHoM yloc'r'oBepenxr. aHraHHoM cooroslcrByrorrrM peryjrrropubrM oprauolr. Huxaxux orrLrorrelnii tt,tl
rtpoacurecrori. Ko-ropble rdoryr noBJl4rlb tta KaqecrBo nperapara, orMeqeHo He 6brJro.



$anhn CERTIFICATE OF ANALYSIS/
CEPTI,T(DI{KAT AHAJII,I3A

ProducV llpcnapor Cosopt 20 mg/ml + 5 nglml eye dropo' 5ml
KocourtD 20 ur/u,n t 5 ur/u,rI Ktuax raalxue, 5 ma

Product Code/ Ko.4 flpenapara 3l 128

Baich no-/ HoMep cep,|n lCE0243l
Dat€ ofmanufac$ring/ 09t2O25

Aera npor3Bo.[grBa
Date ofanalysiy Aara aHanxsa 10D025
Date ofexpiry/ Cpor nraxocu 0912027

So.tcn Oy' Tamp€rcy' Tr rcpc
27 Feb 2026 | 27 $eB 2026 |
\-1611c tJ Llt-v(\z -.-

Tarja 9uovinen
Muct Quality Lead, Qualified Person/
Belyulf, cneuaalncr no KaqecrBy npoaykulfi.
YnonHoMoqeHHoe nfiuo

Page 414
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cosopt 20 mslml + 5 mslml Batch 1CE02431 {reference to certificate of Analvsis dated 27.02.20261

Koconrc 20 mrlaln + 5 mrlr,ra Ceprs 1CE02431 {ccutnxa xa cemrdrxar axaa}raa or 27.02'2026}

Page/crpaHIqa
L/4

lmportinS country / CrpaHa BBo3a: Russia/Poccrn

Marketing Authoriration of importing
country /
Peeucm poquoH Hoe ydocmoeepe H ue cmpo Hbt

6eo30:

n N011096 or 14.10.2008

Active Pharmaceutical Ingredient batch and
manufacturing site /
CeDuE u nDou3eodumenb

6 s p Mo ue a m u \e c Ko i cy6c m o u t1u u :

Donolamide / Aop3oaaMrA
BaIch I Cepu''t 202403284044
Manufacturing site / npor3BoAr,rre.nb:
F.l.S. - Fabbrica ltaliana Sintetici S.p.A. /
OnC-Oa66puRa UTat[aHa CxHrerrqx C.n.A.

Via Dovaro, 36045, Lonigo (Vl), ltaly
Timolol/ Timolol
Batch / Cepxn: 005-24 TMDB
Manufacturing site / Tlpor38oal4renb:
Fareva La Vall6e/
OaoeBa,na Banne

zone Industrielle de Blavozv, 928 avenue Lavoisier, 43700 saint-Germain-
Laprade, France

Name and address ot bulk manutacturing
site /
Ha3saHue u odpec npu3eodcmeo eomoeoi
nekopcmeeHHoi AopMbt:

Santen Pharmaceutical Co., Ltd. Noto Plant, Japan /
CaHT3H 0apMacbprlaKa, Ko. /lrA. 3a8oA Horo, flnoHxt
2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, lshikawa, 929-7494, Japan

Name and address of packaging site /
Ho3aoHue u odpec nnou.lodt<u, omse,aopu.pd
3O ynoxoaKy:

Primary PackaglnS site / nnoqaAKa neparqHoF ynaloaKr:
Santen Pharmaceutical Co., Ltd. Noto Plant,lapan /
Carrax $apuacunrrxa/r Ko, /lTA.3aBoA Horo, tnoHxn
2-14, shikinami, Hodatsushimizu-cho, Hakui-gun, lshikawa, 929-7494, Japan

secondary Packating site/ nroqaAKa EroprqHol ynasoaKn:
Manufacturing Packaging Farmaca (MPF) 8.V., The Netherlands /
MaHyOaK,{ypraHr neKxAxrH OapMaKa (MnO) 6.8., HxAepraHAbl

Neptunus 12, Heerenveen, 8448 CN, lhe Netherlands

Name and address of release site /
Ho3eaHue u odpec npoBeodumenn
( Bbr n vc Ko to u.tu i K oH m p on b K a,4 e c m eo ) i

Santen Oy, Finland / AO CaHrcH, OUHTAHAUA

Kelloportinkatu 1, 33100, Tampere, Flnland

Stabifity period / CpoK eodHocmu: 2 years. After bottle opening - 28 days /
2 roaa. tlcnonb3oBarb B reqeHre 28 AHei nocae ecxpurrn oraxona.

Sto.age conditions / ycnoeua xpoHeHua: Keep at the temperature not hiSher than 25"C, protected from light. /
XoaHltrb nol,1 TeMnepawpe He Bbtuie 25'C a 3aul,luleHHoM or cBera Mecre.

Labelcode / Koa arrxerxra P110600011816

Carton code / Xoa naqKr! KaoroHHoi P101100011855

Leaflet code / Roa hMn P09080001181s

Test/ noxa3arerb Requirements/ Hop'|tu ResulG/ Pe3yrbrarbl
Packaging /
ynoKoeS0:

5 mL into LDPE dimole olastic bottle with LLDPE

dropper tip and PP cap. 1 bottle with the leaflet in
the carton pack. /
llo 5 Mn Bo oraKoH n3Hn nnacrhKoBbri c

y y6neHhf,Mx c Ao3aropoM.nn3Hn !1

no./lrnponr,neHoabtM xornagxoM, 1 0.4aKoH c

hHcrpyKr.{xei no npxMeHeHh|o a xapToHHoi
naqHe.

5 mL into LDPE dimDle Dlastic bottle with LLDPE

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

in the carton pack. /
llo 5 M, Bo oraKoH n3Hn nnasrrxoBbri c

yrry6reHrnMx c Ao3aropoM nn3Hn ,r

norxnponx,reHoBbrM Korna'{KoM. 1 0raxoH c

rrcrpyrqrei no nprMeHeHrn HaxoAr.rrcn B

raproxroi naqxe.

Labelling /
MopRupoako:

The followins information is indicated on the
primarv Dack {label of the bottle} in the Russian

lansuase: trade name of the product with the @

The followins information is present on the
primarv pack (label of the bottle) in the Russian

lansuage: trade name of the product with the o



Cosoot ZO mslml + 5 mglml Batch 1CE02431 (reference to Certificate of Analvsis dated 27'02.20261

Koconr' 20 i /Mn + 5 Mrlnn Cepxs 1CE02431 {ccbnKa Ha ceprroxxar aHarx3a or 27.02.20261

Page/CrpaHxqa
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sign, generic name, pharmaceutical form,

strength, product volume in the bottle in ml.

warning "Sterile", registration certiticate holder

logotype lgraphical symbol and Roman;zed

abbreviation), batch number, expiry date, line of
first opening control, product codes.

The followine information is oresent on the

secondarv oack (carton) in the Russian laneuaqe:

trade name of the product with the @ sign, Seneric
name, strength, pharmaceutical 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 bottles in the pack,

warnings: "Read the enclosed leaflet before using

the product.", "Only for topical use.","Stetile"
"Keeo out of the reach of children.", "Use within
28 davs after opening ofthe bottle", registration

certificate holder lo8otype (graphical symbol and

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

sjte, name and country of manufacturer, storage

conditions, prescription status, batch number,

manufacturing date, expiry date, registration

certificate number, bar code, product codes.

Additionallv, identification means (Sl) are present

to monitor the movement of drugs. All packaging

components have factory process codes and

manufacturing technical details. /

Ha arrKerKe 6raxoHa Ha ovccHoM F3blRe vKa3aHo:

TOproSoe HarMeHoaaHqe npenapaTa c

npeAynpeArrerbHoi MaPKrPoBRofi o,

rpynnripoaoqHoe HarMeHoaaHre, nexapcTBeHHylo

oopMa, Ao3rpoBka, o6beM npenapara 8o

onaKoHe I Mn, HaAnrcb (CreP|.l,rlbHo)),

HarMeHoaaHxe, clpaHa BnaAe/lbqa
perxcTpaqxoHHoro yAocroBepeH14i noroTrn

B/raAenbqa PY(rpaorqecxri crMBon !a

a66peBrarypy Ha narxHrqe). HoMep cept4|4, Aara
OXOHqaHht CpOXa rOAHOCTl,l, XOHTpO/]b nepBOrO

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 code(s).

The followinp information is indicated on the
secondarv pack (carton) in the Russian language:

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 ingredients in 1 ml ofthe product, list of
excipients, quantity of bottles in the pack,

warnings: "Read the enclosed leaflet before using

the product.", "only for topical use.", "sterile"

"KeeD out of the reach of children.", "Use within
28 days after opening of the bottle", registration

certiticate 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

sev€ral characters longer than the batch number
given on the primary packaging), manufacturing

date, expiry date, registration cenificate 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 svmbols,

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 3Trxerfie draKoHa Ha ovccKoM t3brxe

y!a3!!ggE! roproBoe HaxMeHoBaHre npenapara c

npeAynpeAhrerbHoi maPxnPoexoi o,

rpynnxpoBoqHoe HarMeHoaaHhe, rleKapcrBeHHyto

OopMy, Ao3xpoBKy, o6uer,a npenapara eo

6naKoHe B Mr, HaAnlicb (CTePrlrbHo),

HarMeHoBaHrle |,l crpaHy B,,|aAenbl{a

perrcTpaq|,toHHoro yAoqToBepeHl.lF,noroTrn

BnaAe/rbqa Py(rpaox,lecK!, crMBo, 14

a66peBxarypy Ha rarhHt4qe), HoMep ceprx, Aary
ol(oHqaHra cpoKa roAHocrx, KoHTpo,nb nepBofo



cosopt 20 mslml + 5 mslml Batch 1cE02431 (reference to certificate of Analysis dated 27.02.2026)

Koconro 20 Mr/Mn + 5 Mr/M^ Cepre 1cE02431 (ccbrnKa Ha ceprx6'rxar aHarx3a or 27.02.2025)

Ha Bropr,.iHofr vflalaoBxe {KaproHHoi na,{xe} Ha

pt!!!Q!4 8!!!!CfM!l!S roproEoe
HarMeHoEaHhe npenapara c npeaynpearrenuroi
Map(hpoB|{oi @, rpynnLlpoao'rHoe
HarMeHoBaHhe, Ao3rpoBr(y, nekapcrBeHHyro

0opMy, o6beM npenapara Bo 0nakoHe s M.r,

HarMeHosaHht 1,4 coAepxaHre Aeicrgytou.{rx
seu.{ecrs I 1 M,4 npenapara, nepeqeHb
acnoMofaTenbHbrx BeLuecTB, t(orr'lecTBo

0,iakoHoa B ynakoBRe, HaAflrlch: (TlepeA

nphMeHeHheM o3HaxoMbrecb c nprrafaeMoi
14HcrpyRr.{hei.), (TonbRo Ann MecrHoro
nphMeHeH|4fl.), (Crep|n,nbHon, (XpaHrrb B

HeAocrynHoM AnF Aerei Mecia.r, (hcnonb3oBarb

B TeqeHre 28 AHei nocre acKpb[ra (D,ra(oHa.n,

,ororhn BraAerbqa Py(rpaOrqec(ri crMBor,l
a66peBharypy Ha,nalrruqe); narmeroearre n

crpaHy EnaAenbqa perhcTpaL{roHHoro

yAocroBepeHrff , FBnnlouleroca Bunycxalou.lrM
r{oHTponeM xaqecraa, HalnMeHoaaHre14 crpaHy
npo|,3BoAnlenq, ycloaxfl xpaHeH!1fl , yc,/loB14F

oTnycKa npenapaTa, HoMep ceprr
(dopMrpoBaHhe ceprrl foroaoro npoAyrra: K

HOMepy ceprr/ nprcEoeHHoMy npoAykry (in
bulk) 11 yRa3aHHoMy Ha nepBrrtHoi ynaHoBXe,

moryr 4o6aorrrucn chMBonbr (6yxBbr hnh qr$phr),

aonorHHrenbHo npxcBoeHHbre Ant
npoaaeNyro,rxoi/eropr,rrofi ynaxoaxn. Taxrwr

06pa3oM, HoMep ceprx, yRa3aHHot Ha

npoMexyro,rHot/ BTopr,rHoi ynaxoBXe MolHer

6brrb Ha HecxorbRo chMBonoa AntHHee HoMepa

ceprh, yHa3aHHoro Ha nepeIqHoi ynaxogxe), aary
uzr or oeneuua f npou3BoAcrsa, Aary oKoBqaHra

cpoRa foAHocTr, HoMep pefhcTpaqroHHoro
yAocroBepeH|4F, Ljrrpl.lx-(oA, TexHo.no 4qec(re
KOA(brl.

AonorHrre,[bHo MoryT nprc]TcrBoBarb cpeAcrBa

hAeHTrOlrRaqr!a lcA) MA MoHArop Hn
aa,lxeHri rexapcTBeHHbrx npenaparoE. na acex

ROMnOHeHTaX ynaXOBr{r.1 MOryr nprcrrcTaoBalb
3aSOACr(he rexHonorl4qecxhe r(oabl l,l

Ha sroonqHofi vnaxogxe (xapror-rHoi naqxe) xa
pvccKoM F3brKe vKa3aHo: ToproBoe Har!MeHoaaHre

npenapara c npeAynpeaurenbHoi MapxvpoB(oi
o, rpynnrpoBo,{Hoe HarMeHoaaHne, Ao314poBKa,

neBapcraeHHy|o OopMa, o6beM npenapara Bo

o,naRoHe a Mn, HahMeHoaaHrn 14 coAep}1{aHre

aeicr8yroulrx BeulecrB B 1Mn npenapara,

nepeiieHb BcnoMorarenbHbrx seqecr8,
KOn|4qecTao o,naKoHoB g ynaKoBXe, Haanhcrl:
(nepeA nprMeHeHteM 03HaxoMbrecb c

nprnaf aeMoi r,lHcrpyKqrei.D, (TonbKo ArF
MecrHoro npxMeHeH|4F.r, (creprnbHo),
(XpaHrrb I HeAocrynHoM Ann Aeret Mecre.t,
( tlcn o,n b3oa arb a re!eHre 28 AHei nocne

BCl<pbrrrfl o,naxoHa.D, /rororxn araAerbLla

Py(rpaOr,reckhi cxMeoa r a66peerarypy ra
larvxrqe); sarmesoBaHre 14 cTpaHa BnaAenbqa

per&cTpaLuoHHoro yaocroEepeHrrt, aallaK)u.{erocfl

Bbrnycxaloul,|M xoHTpo/reM (aqecraa,

HarMeHoBaH4e ,t cTpaHa npor3BoAnTe,4n,

ycnoBrn xpaHeHhS, Yc.noar!r ornycKa npenapara,

HoMep cep1114, Aara 3toroB/reHrF/npox3BoAcrBa,

Aara oKoH'1aHl/|fl cpoKa roAHocrrr, HoMep

pef rcTpaqroHHoto yAocToBepeHrfl , a!Tphx-r(oA,

TexHororhqecKhe Koabt.

Aono,nHrrerbHo nprcyrcrsyror cpe?qcrBa

rAeHrr0uxaqlar (Cl,'l) A,lF MoH|aroprHra

aBr4x(eHxF neRapcTBeHHbrx npenapaToB. Ha acex

KOMnOHeHTaX ynaKOAk14 npxcyrcraoaypr
3aBOACKhe TeXHO/tOrtqecXXe (OAbr h

npol43aoaclaeHHbte TexHr9ecxre aerarr.nporl3BoacrBeHHbre rexHhqec(lle aeTarr. Mecro
pacnoroxeHLlF l4 qBei cly', rexHo.4on4,{ecxrx
ROAOB |,1 npOr3BOACTBeHHbrX AeTa,lei MOXeT

MeHATbCF B 3aB|4ChMOCTr4 0T TeXHO.iOfl,lqecXIX

oco6eHHocrei npo143BoAcrBa. UBeroabre orreHK,1

MaKeroa ynaRoEoR MoryT oTnxqaTbcf oT Taxoabrx

Ha xoMMepqecKoi vnaxoaxe, TaK Kax 3aBncFT or
TexHtqecKrlx
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Cosoot 20 mrlml + 5 mslml Batch 1CE02431 lrcferenc€ to Certificate of Amlvsis dated 27.02,2026)

Kocorr. 20 rurlm, + 5 i,r/ru Cooxr 1CE02431 lccbrr {a Ha ceprr6r[ar aHanx3a or 27.02.20261

quality ofthe product is compliant with normative documentation n N011095-270421with changes Nq 1-2 /
KaqecrBo npenapara coorBercrayer rpe6oaaHrnM Hop arxaHof, AoKyMeHraqrx n NO11(8G27O421 c [3M. N9 1-2

Date/Aara 27.02.2026

Signature/noAnrcb:
/^ ..,
\ 4 ? ! './ (,( rrv-tt/r ^_I' ia{a Tuorrinen

euslifi€d p€noo
Santen Oy

Seal/ne,{arb

Pa8e/Crpa Hnqa
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