
$anten
Product/ flpenapar'

Product Code/ Kor npenapala
tlatch no./ lloMep ccpHr
Date ol' manul'acturing/
.l'lara npontuortcrua
Date ofanalysis/ Aala aHiurr3a 0612025
Date ofexpiry/ Cpor loanocrrl 06/2028

CERTIFICATE OT ANALYSIS/
CEPTIIOI,IKAT AHAJI143A

Trusopt 20 mg/ml eye drops, Sml
Tpyconr@ 20 ur/m.r xan.nx r.ralnrre, 5 u.r
3 n25
I RU0077l
06/2025

Page l/3
CrpaHrua l/3

l est/ [IoKa3arerb

Appearance / C) ucaHrie

Color / lleeruocru

Clarity / | lpolpaq||ocr h

Requirements/ HopMbr

Clear. colorless or nearll, colorless.
slightly viscous rclution. /
IIpo3paqHHii, becuDerHbrii l.rJrr no.rrr-r

6ecueerrrri, crerxa Br3Krjfi pacrBop.

The product must be clear compared to
water or stand the comparison with
rclerence l. /
I lperapar,toxxcH 6LrrL npo3paqHHM B

cpaBrreHx!t c Boaor.r r.rJrr BLraepxtBaTb
cpaBHeHre c sTanoHoM I.

The retention times of main peaks in the
chromatogram ofthe test solution should
correspond to the retention times ofthe
peaks ofhomologues Cr:, C4 and Cro (if
present) in the chromatogram of standard
solution (within 13%) / BpeMeHa
yaepxHBaHr.rr ocHoBHL,lx nrxoB
Ha xpoMaTofpaMMc ucruJryeMofo
pacTBopa aonxHbr cooTBeTcTBoBaTb

BpeMeHaM ytepxxBaHxr nuKoB Cl2, Cl4
x Cl6
(rrpri Hanrqrfi, Ha xpoMalorpaMMe
craHraprHoro pac rBopa (B npere,rax
+ 3o/.).

I'he retention timc of main peak in thc
chromatogram ol'the test solution should
correspond !o the retention times of
dozolamide hydrochloride peak in the
chromatogram of standard solution
(within x2.56/o) /
BpeMr y,uepxnBaHl,r ocsoaHoro nuxa Ha

xpoMarofpaMMe rcnbrryeMofo pacTBopa

llolrxHo coolBeTcTBoBaTb BpeMeHu

Results/
Pery,rrraru
Clear. colorless,
slightly viscous
solution. /
Ilpo3pa,rHbr ii,
6ecuegrrrHi,
C,'IETXA B'3XTfi
pacTBop.

Utrits/
EarIHt|ur,r flrMepedl|t

ldentification / HPI.C /
Benzalkonium chloride /
Iloa,runnocrr / B3XX /
6cutalrroHrr x,ropal

ldentilication / llPl.C /
Dorzolamide hydrochloride /
Ilo.qnrHHocrb / BSXX /
AOp3OXaMUjla rl-r.tpOXJrOpl-rl

The pruduct must be colorless or stand the The product
comparison with the reference solution stands the
88./ comparison with
llpenapai AorxgH 6Hrr, 6ecueerur,ru ral the rel'erence
Bhr.qeDxrBarb cpaBHesue c lra"ronou B8. solution B8./

npenapar
Bbr.[epxrBaET
cpaBHeHne c
rra,rouou BE.

The product
stands the
comparison with
ref-erence I. /
npenapar
Bbljlep)|(UBaCT

cpaBHeHue c

3TanoHoM I.
Positive /
floltoxnrealrta.s

Positive/
flo,'roxrre,'rbH at



$anten CERTIFICATE OF ANALYSIS/
CEFTT'(DII KAT AHA,'I'I3A
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Product/ Ilpenapar Trusopt 20 mg/ml eye drops' 5ml
Tpyconr'@ 20 rur/u,r man,rn r.lalnrre, 5 u,r

Product Code/ Koa ttpenapara 31125

Batch no./ HoMcp cepl,tu lRE0077l
Date of manufacturin g/ 06/2025

Aara n por8Bo,ucrBa

Date ofanalysis/ Aara atanrca 06n025
Date ofexpiry/ Cpox ro.ulocrn 06D028

resr/ IloKa3.rer6 Requirements/ HopMr,r l::;l':1",", Hi,l',1',u,, ,r""0",,,
y.ltgpxfiBaHrt nuKa jlop3ojlaMx.qa

rnapoxnopBra Ha xpoMarorpaMMe
craHAaprHoro pacrBopa (B npexcnax
+ 2,5 o/o).

Viscosiry / Bt3Kocrb 65 - l?0 88 cP / c[lr

Osmolality / OcMo,'rt,rrnocrs 260 - 330 271 mosm/kg /
MocMonL/kr

nlr 5.5 - 5.8 5.6

Assay / HPLC / 90.0-1 15.0 9'1'2 70 ofnominal content

Benzalkonium Chloridd /9'o or HoMrHaIbHoro

Ko,'lrqecrBegHoe corePxaHHt

onpeae,leHr.te / B3XX /
6eH3a,,IKoHI,It x,lop{a

Assay /HP[,C/ Dorzofamide 95.0-110.0 997 7o ol'label claim/

hydrochloride / 9/o o,r 3atB"leHHoro

Konr,{ecrBeHFoe co;lepxaH{t

onpeAe,leHtre / B3XX /
Aop3onaMx,u

Related Impurities / HPLC /
Dorz.olamide /
Porctaennue npuuecl /
B3XX / Aop3onaMxn

Ci.r-Dorzolamide/ <2 Nlt/Ho %

tll,lCl:lop3ollaMxll

Desethyldorzolamide/ < 0.5 ND/HO %

I$?Tlr!'1,[Op3OJIaMxA

Total related impudties/ :23 ND/HO vo

cyMMa npnMecefi

Mechanical impurities / Visible particles: The product must be Compliev

Me\altqecrue Blo'ltovenur/ free ofany visible particles / Cooreerclu1er
B unrrercrruu c rPc6osaHurlvn.

Volume ofpackage content / The average net volume ofcontent ofthe Averagc 5'66

O6beM coaepxtMoro l0 bottles is Nl,T the labelled amount and ml-

ynaKoBKlt the net volume ofcontent ofany single Individual ll2%
bottle is NLT 90% ofthe labelled amount.

I
CpeaHse 3HaqcH[e o6bcMa Cipe,anec 5 66

corepxltMoroJ paccqrraHHoe rnt l0 v'.
oraxoHos. AollxHo 6hnh He MeHee L)'rle'lbHoto
yra3alrroro Ha ?T[l(erxe. a o6reM l12y'
,rrc6oro or,4elltloro 0aaxona



$anten
Producv llperrapar

Pruduct Code/ Ko,l npenapau
Batch no,/ Hovep cepnn
Datc ol'manulbcturing/
,li[ata ttpor.r:lotcroa
l)ate ol anallsis,/!ara aHaJl.,la 0612025
Date ofcxpiry./ Cpox lo;1rocr r 06/2028

CERTIFICATE OF ANALYSIS/
CEPTIIOI4K{T AHAJ'III34

Trusopt 20 mg/ml eye drops, 5ml
Tpyconr@ 20 nr/ua ranan r.nalnrre, 5 ml
3l r25
lRE0077l
06/202s

l)agc i13
C rpaHfiua 3/3

Test/ IloKararenr,

Stcrilitl / l,h.Lur.i
ClepaLrlrurcrl / Lop. Oapv,

Requirements/ HopMbl

cocraB,rrer He MeHee 90 oZ, yKa3alrnoro
HA

?TNXE'IKC.

Sterile/
C rephjrbHHi pacrBop

Results/ Units/
Pery.rurarrr Etrrruunrmeperrr

Sterile/
Crepu,'u,uu i
pacrBop

BLOQ = Below Limit ofQuantitation/ HIIKO = uuxe npe,ae,'ra r(oJrrqeqrBeHHot-o onpeleneuut
ND = Not Det()cted HO = rre u6rapyxeuo
RRl'= Rclative Retention Timd OBy = olloclirclbHoe BpeM, yrepxlrBaHtrt

I hereby ccnily that the above-mentioned batch was produced and quality control tested in accordance $ith thc
approvcd master l'trrmulac. pruccss instruotions and quality control test methods. The batch dooumentadon and the
analysis rccords uere rcvier'vcd and found to b9 in l'ull compliance with the relevant currcnt CMP requirsmenrs and
conditions sct out in thc Marketing Authorization issued by the appropriate Regulatory Authority. No deviations or
occurrences which ma) havc an influenae on thc product quality were noted.

llacrottuxM lro]1oepxJlalo. qro )'ka3aHHat Bblue cepxr npol3Bc.lega! u KoH rponb KaqecrBa tpoaeael B

coorBrlfcrBrlt c Jolqvetttuurei Ha c(:prlo, TexHo.ror{ei npo[3Bo.ilcrBa n MeroJu{KaMH Kollrpoxr KaqecrBa.

Aorlverttauul rla ccptito t1 x)pHa-ru rrpoBc/eHur rcnurtauafi npoBepeHr,l r norlocrr,tr coo-rtserclBlxll
lciiclu)roullM rpc6oBalrrju (;MP u 1cnoBfirM, [3JoxeflHbrM I per'rcrpaqnoHHoM y.aosron€peHux. Bbllaltno]\r
cooTBgrcl B) Iollll,tM pcr'\',tr1optlbrM opradoM, l ll-tKakrx o rKnoueuui utn npoficurecrBxfi, xoropbte Moflr tlo& .tr'i b

Ha KaqecrBo ltDcnuputu. olvcqclo nc 6ut.to.

Satrten Oy, Trmpere/ TaM[€pe
23 Jan2O26 /23 ttrs 2026 r

.a.!A1 q .J Lt nvi-t,v.-..,
I

Taria Tuovinen
Prcduct Quality Lead, Qualitied Person/
Be.ry ulxl creularltqr no KaqecrBy npoilyr(uxr.
Yno,rlroMoqeflfloe xHuo



TRUSOPT 20 mslml Batch lREOO771 (reference to certificate of Analvsis dated 23.01.2026)

Tpvconro 20 rirr/irrn Ceprs 1REql771 {ccsrnxa xa cemrdnrar axanrga or 23'01.2026)

Page/CrpaHlrL{a

tl4

lmporlinc country / cTpaHa sBo3a: Russia/PoccrF

Marketing Authorisation of importing
country /
PeeucmpoquoHHoe ydocmoeepeH ue cmpa H bt

aeo30:

nn-Ne(005820)-(Pf-RU) or 18.06.2024

Active Pharmaceutical Ingredient batch and

manulacturin8 site /
ceoufl u noou3eodumenb

do p Mo ue B m u 9e c xo i cy 6c m o u qu u :

Dortolamide / Aop3otatnre
Batch / Cep,lf,: 202403224043
Manufacturing site / npot13BoAt1rerb:

F.l.S. - Fabbrica ltaliana Sintetici S.p.A. /
Ohc-Oa66pxKa hrarraHa CrHrerxqh C.n.A.

Via Dovaro, snc,36045, Lonigo (Vl), ltaly '-
Name and address of bulk manufacturing
site /
HoiaoHue u odpec npu3eodcmso zomoaoi
nexopcmeeuuoi Qopuot:

Santen Pharmaceutical Co., Ltd. Noto Plant, Japan /
CaHT3H dapMacbprrl{a,n Ko..nrA. 3aBoA Horo, f,noHxt

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

Manufacturing Licence / ttrqeH3rt: 17A2000041

GMP EAEU: NgGMP/TAEU/RU/0O394.2022

Name and address of packaging site /
Ho3eoHue u ddpec nnou)odxu, omeeqapulei

30 ynoKoeKy:

Primary Packaging site / n^oqaA{a nepB]{'{Hol ynaxoax,;

Santen PharmaceuticalCo., Ltd. Noto Plant, Japan /
CaHr3H OapMacbpru{an Ko.,nrA. 3aBoA Horo, finoH|'lt

2-14, Shikinami, Hodatsushimizu-cho, Hakuigun, lshikawa, 929-1494, Japan

Manufacturing Licence / nu\e{3v'.t L'I AZ0OOO4L

GMP EAEU: NeGMP/EAEU/RU/00394-2022

Secondary Packaging site/ Ilaoqagxa aroP[rlHoi ynaKoBxla:

Manufacturing Packaging Farmaca (MPF) B.V ' Netherlands /
MaHyOaK.rypnHr nexhA)(!4H OapMaKa (MnO) 6.8., H,AePnaHAbr

Neptunus 12, Heerenveen, 8448CN Netherlands

Manufacturing Licence / .rlxqeH3t n: 108630F

GMP EAEU: NsGMP/EAEU IRU l0os72-2o22

Name and address of release site /
Ho3aoHue u odDec npou3aodumenq
( Bbn y c xo to ulu i t<oH m pon b tloq ec m eo )

Santen Oy, Finland / AO Carrex, ohHrFHAra

Kelloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licen ce f Au\ensna: FlMEAl2023 /006935

GMP EAEU: NeGMP/E AEU/BY /00378'2025

stability period / cpoK.odHocmu: 3 vears. After bottle opening - 28 days /
3 roAa. ,lcnotb3oBaru e revexre 28 Atiei nocae ecxputrraq oaaxoxa'

Storage conditions / ycnoaua xpoHeHus: Keeo at the temperature not higher than 30"C, protected lrom lrgnr' / I rp14

rp sr,rrrre 30"C e or caera Mecre.

P110500014597Label code / l(oA 3rrRerK|,l

Carton code / KoA na'lt(h xaProHHoi P101100014596

leaflet code / KoA hMn P090800014598



TRUSOPT 20 mslml Batch 1RE00771 lreference to Certificate of Analvsis dated 23,01.2026)

Tpvconro 20 MrlM, Cepxn 1RE00771 (ccbnxa Ha ceprtaoxKar aHanr3a or 23.01.2026)

5 mL into LDPE dimple plastic bottle with LLDPE

dropper tip and PP cap. 1 bottle with the leaflet in
the carton pack. /
tlo 5 Mn Bo onaRoH fl3Hll naacrhxosur|; c

yrny6aeunalru c gotaTopoM -nn9Hn l1

norrnpont,rteHoabrM xo,/tna'{xoM. 1 QnaRoH c

nrcTKoM-ax.naAbtueM a kapToHHot naqxe.

The followins information is indicated on the
orimarv pack (label of the bottle) in the Russian

blgligq trade name of the product with the 6

sign; international non-proprietary name (in
Russian and English languages); strength;
pharmaceutical form; product volume in the
bottle in ml; warning "Sterile", company logotype
(Romanized abbreviation); batch number; expiry
date, product codes, line of first opening control.
The followins information is indicated on the
secondarv Dack (carton) in the Russian language:
trade name of the product with the 6 sign;
international non-proprietary name (in Russian
and English languages); strength; pharmaceutical
form; product volume in the bottle in ml; name
and content of the active ingredient in 1 ml of the
product, list of excipients, company logotype
(Romanized abbreviation); name and country of
the registration certificate holder registered as a

release site, name and country of manufacturer,
warnings: "Keep out of the reach of children.",
"Sterile.", "Use within 28 days after opening ofthe
bottle.", "Opened:_", administration
method and dose: "Look at the leaflet", storage
conditions, prescription status, bar code, batch
number (batch format of the finished product:
additional symbols (letters or numbers) assigned
for intermediate/secondary packaging may be
added to the series number assigned to the
product "in bulk" and indicated on the primary
package. Therefore batch number given on the
intermediate/secondary packaging may be several
characters longer than the series number on the
primary package), manufacturing date, expiry
date, registration certificate number, product
codes.
Additionally, identification means (St) 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

Page/CrpaHUqa

2/4

5 mL into LDPE dimple Dlastic bottle with LLDPE

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

in the carton pack. /
no 5 Mn Bo OnaxoH n3Hn nnacrrxo8bt; c
yrny6reHrisMl4 c Ao3aropoM,nnSHn |,l

non npon[neHoBbrM r'(onnaqfioM. IonaRoH c

./1|4 cTKoM- I X./r aa br uJ e M HaxoAl4Tcn a xapToHHoi
naqKe.

The followins information is oresent on the
orimarv pack (label of the bottle) in the Russian

blgl3gq trade name of the product with the o

sign; international non,proprietary name (in
Russian and English languages)j strength;
pharmaceutical form; product volume in the bottle
in ml; warnlng "Sterile", company logotype
(Romanized abbreviation); batch number; expirv
date, product codes, line of first opening control.
The followins information is present on the
secondarv pack (carton) in the Russian laneuage:
trade name of the product with the o sign;
international non proprietary name (in Russian
and English languages); strength; pharmaceutical
form; product volume in the bottle in ml; name
and content of the active ingredient in 1 ml of the
product, list of excipients; company logotype
(Romanized abbreviation); name and country of
the registration certificate holder registered as a
release site, name and country of manufacturer,
warningsi "Keep outofthe reach ofchildren.",
"Sterile.", "Use within 28 days after opening of the
bottle.", "Opened:_", administration
method and doser "Look at the leaflet", storage
conditions, prescription status, bar code, batch
number, manufacturing date, expiry date,
registration certifi cate number, product codes.

Additionally, identification means (Sl) are present
to monitor the movement of drugs. All packaging
components have factory process codes and
manufacturing technical details. /

Packaging I
vnQxoeKo:

Labelling /
MopRupoaKo:

Color shades of



TRUSOPT 20 ms/ml Batch 1RE00771 (reference to Certificate of Analvsis dated 23.01.2026)

Tpvconro 20 MrlMn Cepxe 1RE00771 (ccbuxa Ha ceprx6rKar aHarr3a or 23.01.2026)

ditfer from those of commercial packaging as they
depend on printer specifications. /
Ha neoBll,rHoi vnaRoBKe (3rhker(a d,naKoHa) Ha

plI9.l4_83!l!Cllag!L9a1q! roproBoe
HarMeHoBaH e npenapara c npeAynpeArlTenbHoi
MapKkpoBr{oi o, Me}KAyHapoAHoe

HenaTeHToBaHHOe HahMeHOaaHne (Ha pyccKoM h

aHrrIicKoM r3brkax), Ao3|4poBXy, neKapcTBeHHyto

OopMy, o6teM npenapara Bo OnaKoHe B Mn,
npeAynpearrerbHbre Haanhc, (cTeplirbHo)),
(oTXpbrBaTb 3Aecbr, HarMeHoBaHxe14 cTpaHy

Bna.qenbqa perrcrpaqroHHof o yAocroBepeH11a,

nororrn OrpMbr (a66peBharypa Ha narhHxqe),
HOMep Ceprr, Aary oxoHgaHrr cpoka roAHocrr,
BHyrpeHHxi(re) xoA(ur), atlln xorrpoln nepeoro
BCXpbrTrF.

Ha aroola.rHo; vnaKoaxe (xaproHHoi na,{ke) Ha

ovco{oM n3brke vxa3brEaloT: ToproBoe
HarMeHoBaHre npenapaTa c npeAynpeArrenbHoi
mapxrpooxoi o, MexAyHapoAnoe
HenareHToBaHHoe HarMeHoBaHre (Ha pycctoM ta

aHr^ticxoM r3btxax), Ao3rpoBKy, neKapcrEeHByto

OopMy, o6beM npenapara Bo OnaKoHe I Mn,

HahMeHoBaHreta coAepxaHre Ae;cTsyroulero
BeulecrBa B 1M,n npenapara, nepeqeHb

BCnOMOraTenbHbrx seqecTB, nof oTrn 0rpMbl
{a66peer.rarypa r.ra aarrHxqe), HarMeHoBaHxell
crpaHy B/raaenbqa perhcrpaqroHHoro
yaocToBepeHrF/ rBlrFroqerocr Bbtnyc(a|ou{l,tM

xoHTponeM RaqecTBa, HaIMeHoBaHte f1 cTpaHy
nporl3BoArienfl , npeAynpeArTenbHbre HaAnl,1crt
(XpaHrrb B HeAocTynHoM A,.l' Aerei Mecre.),
(CTepq,nbHo.r, (ly'cnonb3oBarb B TeqeH|4e 28 AHei
nocne BcKpbrTr/fl 0/|ar{oHa. n, (oTKpbrTot_)};
Cnoco6 nphMeHeHxr h Ao3br: CM, rHcrpyxLlrlo no
MeAhq,lHcxoMy nprruexerro (lrcrox-exaa4oru.r);
yc,noara xpaHeHrr, yc,noBhS oTnycKa, IlJTp14x-xoA,

HOMep Ceprx {QopMhposaHre cepHr
roToBofo npoAySTa: x HoMepy cep|/||,
nphcBoeHHoMy npoAyKry (in bulkD rl
yfi a3aHHoMy Ha nepBr.l'lHol.1 yna|{oaKe,

MoryT Ao6aBnaTbcfl camoorur (6yxau unr
Lll,l(ppbr J, AononHurenbHo npxcBoeHHbte

4 n eropr,rroi ynaxoBK|4. TaxxM
06pa3oM, HoMep ceprr, yka3aBHbti Ha

aToPrqHoi ynafioBHe, MorkeT 6brb Ha

Hecxo,[bHo crMSonoa plnhHHee HoMepa

cep|4I, yl(a3aHHoto Ha nepB|4'1Hot
ynakoBKe), aaTy |43foToaneHtr, Aary oSoHLraHht
cpoka f oAHocTr,r, noMep pef rcTpaqroHHoao
yAocToBepeHrF, BH)"rpeHHqi(re) KoA(bl).

Aonon Hr!ren bHo Moryr nphcyTcrBoBarb cpeAcrBa
vAeHry'oy'Ka\t k (C14) Arr MoBrrophHra

aBhrKeHrt nekapcTBeHHbrx npenapaToE. Ha Bcex

Page/CrpaHxqa
tl4

Ha nepahqHoi vnaxoB|{e {3TrRerKa 6/laxoHa) Ha

py!!{9j4jl!Bct!!3 roproBoe
HauMeHoBaHxe npenapara c npeAynpeAxrenbHori
MapRrpoBt<oi o, Me*(AyHapoAHoe
HenaTeHToBaHHOe HarMeHOSaHhe {Ha pyccKoM ,r

aHrnHicxoi F3brxax), Ao3rlpoBKy, nexapcrseHHyro

oopMy, o6beM npenapara ao 0naxoHe a Mr,
npeAynpeArre/rbHbre HaAn|1crl (CTepr./rbHo),
(oTKpblaaTb 3Aecb)/ HarMeHoBaHre r cTpaHy

BnaAenbqa perhcTpaL{{oHHoro yAocroBepeHur,

,noforrn 0npMbr (a66peerarypa xa aaunraqe),
HOMep Cepxr, AaTa oKoHqaHrr cpoKa foAHocTl-1,

aHyTpeHHxe KoAbr, nxHrlt xoHTporfl nepBofo
BCRpbrrrr.

Ha BToot,{Hofi vnaKoBKe (xaoroHHoi naqxe) Ha

pvccKoM a3brxe vxa3aHor ToproBoe HarMeHoBaHre
npenapara c npeAynpeAnre/rbHot Map(xpoBKoi
o, mex4yaapo4noe xenareHroaaHHoe
HaxMeHoBaHre (Ha pycckoM l,1 aHrnhicxoM
r3blKax), Ao3r.1poBXy, /reKapcrBeHHylo OopMy,
o6beM npenapara Bo 0naKoHe B Mn,

HanMeHoaaHre ,l coAepxaHre AetcTEyroqero
aeulecTBa B 1M, npenapara, nepe,]eHb

BCnOMOraTelbHbtX AeUIeCTB/,nOrOTtn o!1pMbl

{a66peBrarypa Ha /rarxHxqe), HahMeHoBaHxe rl

cTpaHa Enaaenbqa perlclpaLlrloHHoro
yAocToBepeHhS, nEnFlou{eroca abrnycxa|ou.!4M

xoHTponeM KaqecTaa, HarMeHoBaHrel.1 cTpaHa

npoel3aoA[Tenr, npeAynpeA{TenbHbre HaAnhch:
(XpaHrrb B HeAocrynHoM A,n Aerei Mecre.),
(CTephrbHo.)), (14cnorb3oBarb B TeqeHrle 28 i4Hei
nocrre Bc(pbrrxr orakoHa.r, (oTXpbrTo:_D,
Cnoco6 npnMeHeHrr 14 Ao3br: CM. rHcrpykqr|o no
MeAfi L+4HcKoMy np MeHeHxlo (nrcrox-BXnaAbrur);
ycnoarr xpaHeHrF, yc,noBl4n of nyc(4, uTpr4x-KoA/

HOMep Ceprr, AaTa l.13roTo8.neH|4r, AaTa
oRoHqaHrn cpoxa roAHocTh, HoMep
perlcTpaqroHHoro yAocToaepeHhr, BHyTpeHH|,1e

KO_IIbt.

AOnOnHrlrerbHo nprcyTcTay|oT cpeacTBa

uAe+rv,6k<at1l, lcrl) 4-nn r"rorrropr u ra
KOMNOHCHTAX Ha Bcex



TRUSOPT 20 mg/'ml Batch 1REOO771 lreference to certificate of Analvsis dated 23.01.2026)

Tpvconro 20 Mr/Mrt CepLt 1RE(xr771 (ccblrlKa Ha ceprxOxxar aHa'T x3a or 23'01'2026)

xoMnoHeHTax vnaxoBKl.1 nprcyrcrBypT 3aBoAcxue

TexHororrHecKre xoAbl u npox3aoAcrBeHHble

TexHxqecK e refan|4.

3aBOACK}ie TeXHOlOrxqeCKIe XOAbI l'l

npol,|3BoacraeHsble TexH,lqecxrle aela,4r. MecTo

DacnoroxeHxf,, pa3Mep TeKcTa, LlEeT ch,

rDadrgecKxx cxMBonoB, TexHonorxqecK14x xoAoE

l,| npox3aoAcTBeHHblx AeTa,[ei Mor{er MeHflTbct B

3aBrctlMOCTX Ot texHOrorrLlecx11x oc06eHHocTei

npox3EoACrBa. LlgeroBble oreHKr MakeroB

ynaKoEoK MOm OTnrqaTbcf, oTTa(oBbx Ha

xoMMep'.{ecKoi ynaxoBxe/ TaK Kax 3aBucfi or

Quality of the product is compliant with normative documentation nn-Ne(005820)-(PT-RU)-180624

KaqecraonpenapaTacooTaercTayerTpe6oBaHl|nMHopMaT6aHoiAoKyMeHraL{htl/|n-N9(005820).(Pr.RU).180624

Date/Aara 23.Or.2026

Signature/no.qnlrcb:

/'.'a' O'l . t-L (v\ ,\-t/v-
' Taria Tuovinen

Quali{ied Person
Santen oY
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