
$anten CERTIFICATE OF ANALYSIS/
Cf, PTI,I(DI{KAT AHAJI[T3A

Product/ Ilperrapar Trusopt 20 mg/ml eye drops, 5ml
Tpyconr@ 20 ur/u,r ran.rn rnalnsre, 5 u.l

Product Code/ Ko;r npcnapara 31125
llatch no./ HoMcp cep! i lRFl0073l
l)ate ol'manuf'acturin g/ 03/2025

Aara rpox3Bo,ilcrBa
Date ol analysis/ Aara aH,!rr3a 04D025
Date ol'expiry/ CpoK I ojrHocrr 0312028

'l esr/ lloxa3aren6 Requiremenas/ HopMlr Resulls/ Units/
Pe3yJrbrarbr Earururtnwepenun

Appearance / Olncarac Clear. colorless or nearly colorless, Clear, colorless,
slightly viscous solution. / slightly viscous
flpo:pavrufi.6ecuaerHbri r-rJr! no'Jru solution./
6ccuaerueri,c,rerraBr3Kri pacrBop. llpo3pa,rHblI-

6ectlserHlri.
crerka Btlkti
pacrBop'

Color / llrernoc.rr 'Ihe product must be colorless or stand the The product
comparison with the reference solution stands the
88./ comparison with
Ilpenapar ,1o,rxcr 6url 6ecueerrurry finH the reference
Bhr,qepxfiBar6 cpaBHeHre c lraj|oHoM 88. solution 88./

nperapar
Br,raepxfi Baer
cpaBHeflte c
:rra"ronou 88.

Clarit) / Ilpolpa,rHoci b 'l he pmduct must be clear compared to 'l he prcduct
water or stand the comparison *ith stands the
referencc I. / comparison with
Ilpenapar ,tonxeH 6brrb rpo3paqHbrNr B referencc I. /
cpaBHeslilt c Bolloi uJrr.i BHAepxrBarh llpenapar
cpaBHeHle c )|aJtoHoM l. BbtlepxrBaer

cpaBHgHte c
rTa,rosolt I.

ldentilication / HPLC / lhe retention times ofmain peaks in the Positive /
Benzalkonium chloride / chromatogram of the test solution should llo,'loxlire,lbrtat
lloa.uarrrrocft / BI)XX / correspond to the retention times ofthe
6en:nrrorrrr xrropr.r.a peaks ol homologues Crz, C|4 and Cro (if

present) in the chromatogram of standard
solution (within t 3%) / BpeMeHa

)IepxrBafi ltr ocHoBHbrx ntKoB
Ha xpoMarorpaMMe rc[LrTyeMofo
pacTBopa .to,'D(H br cooTBeTcTBoBat b
BpeMeHaM yJepxnBaH{r rr}.rKoB C 12. Cl4
I Cl6
(npH Ha.Ir.iqHu) Ha xpoMarofpaMMe
crarrrapruoro pac'rBopa (B np€ren&\
! 3%).

Identitication / HPLC / 'lhc retention time ofmain peak in the Positive/
Dorzolamidc hydrochloride / chromatogram ofthe test solution should floaoxure,rrsar
I loaJru rr rrocrr / B')XX / corrcspond to the retcntion times ol'
roproralrma |h,'lpo\"lopxl dorzolamide hydrochloridc peak in the

chromatogram of standard solution
(within +2.5%) /
BpeMt yaepxlBaHxr ocnoBHoro nrka Ha

xpoMaTorpaMMe ricn6lTyeMofo pacTBopa

IO,TI,(HO COOTBETCTBOBATb BPEMCHll
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$anten CERTIFICATE OF ANALYSIS/
CEPTTIOl,I KAT A HA,'II,| 3A

Producv llpenapar Trusopt 20 mg/ml eye drops' 5ml
Tpyconr@ 20 mr/u.n nan.ln rutatnure, 5 u,r

Prcduct Code/ Ko.4 npenapara 31125

Batch no./ lloMep cepuu I Rtr0073 |

Datc ol'manu l'acturin gl 0312025

Aar a 0po[3Bo,]crBa
Date oianalysis/ Aara aHalr3a 04/2025

Date ofexpiry/ Cpo( ro.uuocrx 03/2028

T€st/ lloro3arcnr' Requircments/ HopMbr f""r]lt:1"rr, !;l:;ub, ntMepe,rrn

)lepxHBaHrt IIIKa !op3o"la!ll'l.'ta
t lr,lpoxjlopl'i,la lla xpoMaTofpaMMe

c raH,jlaprHofo pacrBopa (B npe,rle.ilax

+ 2.5 o/o).

Viscosil1- / Br:nocn 65 - 110 90 cP / cll3

Osmolality / Ocvo;rratsocrr 260 - 330 272 mosm/kg /

plr 5.5 - 5.8 5.6 
vocvo'rr/rr

Assay/HPLC/ 90.0-115.0 96,5 yo ol'nominal content

Benzalkonium Chloride/ /yo or HoMEHrUlbHoro

Ko.rr.rec1.BerrHoe co]cpxaHxt

onpe,{e,renuc / B3XX /
6e 3aJlkoHrr x,'ropr-r,u

Assay /HPLC / Dorzolamide 95.0-110.0 qg.t Tooflabel claim/

hydrochloride / 'llo or 3arBxeHHoro

KoJtr,recrBcHHoe co.lcpxaHtit

onpcleaenr.rc / B3XX /
4op3o.flaMHA

Rclatcd lmpurities / HPLC /
Dorz.olamide /
Po.rqrBeHHHe npxMech /
B?XX / Aop3o,laMrjt

cis-t)orzolamide/ a2 ND/HO Yo

urc-llop3onaMx.a

Desethyldorzolamide/ 505 ND/H0 %

Ie3?T,r.qop3o,'laMHJl

'l otal related impurities/ < 2.5 NDi l lO yo

c) MMa npr-rMecei

Mechanical impurities / Visible particles: The product must be Complies/

MexauaqecK{e Bkllo,renua/ liec ofany visible particles / CoolBercrB}e'r
B coo'rBercrBl-t l'l c rpe6onattrlvtl.

Volume ofpackage content / The avorage net volume ol content ofthe Average562

061,eM corepxuMofo l0 bottles is NL'l the labelled amounl and mL

ylrakoBKr.r the net volume ol'contcnt ofany single Individual lll%
bottle is NLT 90% ofthe labclled amount.
/
Cperree tnatettre o6reua Cpelrree 5 62

corepxlrMoro, paccrrxrallHoe rit l0 vJ
tDrlarottoe, ro,lxHo 6HTb He Meree ()Trenblloro

yKa3aHllol! Ha )TI'tKElKc. a o6'beNt l11o/"

itro6oro orre,rt,ttoto tb;taxona
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$anten Page 3/3

Crparrrua 3/3

Product Ilpcrapar

Product Code/ Kox r|penapara

Batch no./ lloNrep ceprr
Date of manul'acturing/
,[a ra npou3eo,{croa
Datc of analysis/.[,ara aHanH3a

Datc ofe\piry/ CpoK lo,rHqcrr

Test/ noKarare,rr, Requirements/ HopMr,r

cocraB,rrer He MeHec 90 o/o. !KiBaHHoro
ta
)Tl.iKclxc.

Stcrilit) / Ph.liur./ Sterile'/ Sterile/
ClcpuLrlnoc'rr, / Dep. Oapv. Creplrr,rrurii paclBop Crepl;tlnsti

pacr8op

lJ | ,OQ : Be lo\\ l. im it ot Quantitation/ I ll IKO = H rxe rrpelerra l(or HqccrBeHHoro oflpetereH ht
Nl) = Not Dctected/' I lO = rc o6Haplxclo
RRT "' Rclati\ e Rctcntion -I 

ime/ OBy = oTHocrlerrhHoe BpcMr )AepxfiBaHrt

I hereby certify that thc above-mentioned batch was produced and quality control tested in accordancc with the
approved master formulae. pr<rcess instructions and quality control test mcthods. The batch documentation and the
analysis rccords rvcrc reviewcd and found to be in full compliance with the rclevant cunent GMP rcquirements and
conditions set out in the Mafketing Authorization issued by the appropriate Regulatory Authority. No deviations or
occurrenccs rlhich may hale an influencc on the produat quality were noted.

HacroquHNt nojlr Bcpxrrarc" lTo yKaiarrflar Bhtue ceprr trpor3Be/lcHa, 1l I(oH fpoJlb KaqccrBa npoacaeH 6

cooracrci Bl,rl.i c ,loK)MeHTartxei Ha ccpluo. TexHo,rorreii flpox3Bo,qcrBal, Mero.4[KaM, KoH tpo,rlt Kaqecra-,

Aoqveurartlr Ha ccpl.rKr I x)pHiLrr rrporrcreHnr xcrr,rraHrX npoBepelH x nonHocrLKl coorBc'r'c lB! FJi'

,tciicroyrcuulr rpc6ouanuav CMP u ycnoB[ry. H3r'roxotrtbrM B pcrlcrpautoHHoM y,rtocroBepeH{fi. Bbl,laHHoM

coo rBsrcTB) K)ruHv pcr')lrrropHbtM opraltotl. Hl.iKaKrx orKnoHeflui Htu npoficrxecrBxi, Koropttc l4oryr toB,r rrr,
ra Kagccrr]o lpclrapcrc- orve,rcrrrt nc 6ur.ro.

CERTIFICATE OF ANALYSIS/
CEPTI,IOI{KAT AHAJ'I 143A

Trusopt 20 mg/ml eye drops, sml
Tpyconr@ 20 ur/mJr ran.ru rura3Hbre, 5 MJr

3t 125

lRF.0073l
03t2025

04t2025
03t2028

Results/
Pe3yJtbrarr,r

Units/
EauxlIubr rr3MepeHst

Santcn Oy, Tampere/ TaMnepc
l0 Oct 2025 / l0 oKr 2025 r

a^.''f n 1- vr, (-v\-\/ .\
I

l arja Tuovinen
Pmduct Quality Lead. Qualified Person/
BeayxlHi cteuxalxcr ro KaqecrBy arpo,ilyr(rlHx,
Ynojr oMo,rcHHoe ruuo



TRUSOPT 20 mplml Batch 1RE0073t (reference to certificate of Analvsis dated 10.10.2025)

Tpvconro 20 Mr/Mn Cept4n lRE(x)731 (ccbmKa Ha ceprhoxrar aHanx3a or 10.10.20251

Page/crpaHxqa
r/4

lmporting country / CrpaHa BBo3a:

Marketing Authorisation of importing
country /
Pezucmpo quoHHoe ydocmoeepeH ue cmpo H bt

aao30:

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

Active Pharmaceutical Ingredient batch and
manufacturint site /
Cepua u npou3eodumenb

ft o puo u,e e m ut e cxoi cy 6c m o H L1u u :

Dorzolamide / AoproaarvtrA
Batch / Cepl{n: 202403014036

Manufacturing site / Tlpoh38oArrenb:
F.l.S. - Fabbrica ltaliana Sintetici S.p.A. /
Ol4C-Oa66pxxa hranraHa CxHrerHql4 C.n.A.

Via Dovaro, snc,35045, Lonigo (Vl), ltaly

Nam€ and address of bulk manufacturing
site /
HoJeoHue u odpec npu3eodcmeo zomoaoi
neKopcmseHHoi OopMbt:

Santen Pharmaceutical Co., Ltd. Noto Plant, Japan /
CaHr3H OapMacblorl1Ka, Ko. /hA. 3a8oA Horo, flnoH{f,
2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, lshikawa, 929-1494' lapa^

Manufacturing Licence f Auqeszna: 77 AZOOOO4T

GMP EAEU: NgG M P/EAEUIRU /OO394-2O22

Name and address of packaging site /
Ho3soHue u odpec nnou,pdxu, omeeqopu|ei
30 ynoKoerKy:

Primary Packaging site / n4oqaAKa nepar.rHoi YnaKoax{:
Santen Pharmaceutical Co., Ltd. Noto Plant, Japan /
CaHr3H 0apMacbprl,tKan Ko.,tlrA. 3aBoA Horo, flnoHl1n

2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, lshikawa, 929-7494' lapan

Manufacturing Licence / /lrqengrn: 17 AZOOOO4T

GMP EAEU: NeGMP/EAEV IRU /OO394-2O22

Secondary Packaging site/ nroqaAxa EtoprqHoi ynaKoE|(r:

Manufacturing Packaging Farmaca (MPF) 8.V., Netherlands /
MaHyOax,{ypxHr neRxAxhH OapMaKa (MnO) 5.8., HxAepraHAbl

Neptunus 12, Heerenveen, 8448CN Netherlands

Manufacturing Licence /.fl rqeH3xt: 108630F

GMP EAEU: NeGM P/EAEU/RU l@572-2022

Name and address of release site /
Hd3eoHue u odDec npou3aodumenq
( Bd nycko toutu E Ro H m p on b Ko,a ecmeo ) |

Santen oy, Finland / Ao caHEH, ouHrAAAuA

Kelloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licence / nut\efl3r|Ai FIMEA/2023/005935

GMP EAEU: NscMP/EAEU/BY/00378-2025

Stabifity period / CpoK zodHocmu: 3 years. After bottle opening - 28 days /
3 roaa. ly'cnorb3osarb B TeqeHre 28 AHei nocrle BcxpbrrxF oraxoHa

storage conditions / ycnosuq xpoHeHus: Keep at the temperature not hiSher than 30'C, protected from light. / npl
reMneparype He Bbrute 30"C s 3aqlau4eBHoM o].ql9 !!9!I9:--

Label code / KoA 3rr(erKt P110600014597

Carton code / KoA naqK, KaproHHoi P101100014595

Leaflet code / KoA hMn P090800014598



TRUSOPT 20 mqlml Batch 1RE00731 {reference to Certificate of Analvsis dated 10.10.2025)

Tpvconro 20 MrlMn Cepxn 1RE(X)731 lccbuRa Ha ceprrOv*ar aHa^x3a or 10.10.2025)

5 mL into LDPE dimple plastic bottle with LLDPE

dropper tip and PP cap. 1 bottle with the leaflet in
the carton Pack. /
no 5 Mn Bo OnaxoH nJHn nracru(oBbri c

yr/]'y'.'eHVAMt4 c Ao3aropoM.nn3Hn 11

norhnpon4neHoabrM xo,nna'{xoM. 1 OnaRoH c

.ntcTKoM-ax.naAbtuJeM a fi apToHHori naq(e.

5 mL into LDPE dimple plastic bottle with LLDPE

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

in the carton pack. /
Tlo 5 Mn ao (DnaxoH nJHn nnacrrlxoBbri c

Vtny6/ie9rqMvt c Ao3aropoM .fln3Hn h

no,nhnponrreHoBbrM xo.nna'1KoM. l QnaxoB c 
]

/txcrKoM-BK,naabruteMHaxoal,rTcflEKapToHHoi 
i

l9l!!9: 
--.. 

I

The followinp information is oresent on the
primarv oack {label of the bottle) in the Russian

lansuaee: trade name of the product with the o

sign; international non-proprietary name (in l

The followine information is indicated on the
primarv oack {label ofthe bottle) in the Russian

lAlglggg trade name of the product with the o

signj international non-proprietary name {in
Russian and English Ianguages); strengthj
pharmaceutical formj product volume in the
bottle in mlj warning "Sterile", company logotype
(Romanized abbreviation); batch number; expiry
date, product codes, line of first opening control.
The followine information is indicated on the
secondarv oack (carton) in the Russian lanpuaee:
trade name of the product with the ' 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 of the
bottle.", "Openedr_", administratjon
method and doser "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 packagrng 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
prima.y package), manufacturing date, expiry
date, registration certif icate number, product
codes.
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 technologicalfeatures of

Page/CrpaH{qa
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Russian and English languages); strengthj
pharmaceuticalform; 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 followine information is oresent on the
secondarv oack {carton) in the Russian lansuaee:
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; 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 ofthe reach ofchildren.",
"5terile.", "Use within 28 days after opening of the
bottle.", "Opened:_", administration
method and dose: "Look at the leaflet", storage
condjtions, prescription status, bar code, batch
number, manufacturing date, expiry date,
registration certificate 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 /
yndKoSRo:

. Color shades of



TRUSOPT 20 mglml Batch 1RE00731 (reference to Certificate of Analvsis dated 10,10.20251

Tpvconro 20 mr/mn Ceprn lREd)731 (ccurnra xa ceprr6lrar axaaraa or 10.10.20251

differ from those of commercial packaging as they
depend on printer specifications. /
Ha neoBr,iHoi vnaKoBKe (3rrxerxa dnaxoHa) Ha

py!!!9!4jf!l!gl!a3!]3a]9l roproEoe
HaxMeHoaaHxe npenapaTa c npeaynpeArTe,nbHoi

a,rapxrpoexoi o, uex<AyHapoAHoe

HenareHToaaHHoe HarMeHoBaH|4e (Ha pyccxoM t1

aHrrufr cxoM f, 3brKax), Ao3rpo8Ky, nexapcrBeHByto

OopMy, o6beM npenapara 8o 0naxoHe I Mn,

npeAynpeArrenbHbre BaAn|4c|,l (CrepunbHo)),

(orKpbrgarb 3AecbD, HafiMeHoBaHlle h crpaHy

Bnaaenbqa perucTpaqHoHHoro yaocroBepeHl1s,

aoroun $rprrau (a66peararypa na narraxrqe),
HOMep CepxH, aary oKoHqaHrt cpoxa rolqHocrx,
gnyrpenrri(re) xoA,(ur), rttxrr KoHrpont nepaoro
BCXpbrTr,rF.

Ha groDr,r,{Hoi vnaxoBKe {RaoroHHoi na,{Ke} Ha

pvccxoM n3brl(e vxa3blBalor: Toprogoe
HarMeHo8aHre npenapaTa c npeAvnpeaBrenbHot
mapxupoexoi o, MexAyHapoAHoe

HenareHToBaHHoe Hanmexoeanne (ta pyccxoru I
anrrricxom ngurxax), aorvpoexy, /rexapqgeHxyro

OopMy, o6beM npenapara Bo 0naxoHe I Mn,

HarMeHoaaHte |l coAepxaHhe AetcT8yoqero
seu{ecraa B 1M,n npenapara/ nepeqeHb

SCnOMOtarerbHbrx Beu.{ecra, norol|,|n 9rpMbl
(a66peBrarypa Ha narlaHrqe), HallMeHosaH|,!e rt

cTpaHy EraAerbL{a perhqpaqroHHoro

vAocroBepeBxr, narnlou.{eroct gbrnvcxalou.{14M

xoHTpo,neM Ka'{ecTaa, Ha|/|MeHoEaHl/|e !l cTpaHy

npor3EoAr,rTerr, npeAynpeAxTerbHbre HaAnxc14:

(XpaH,lTb I HeAocrynHoM A,t Aerei Mecre.D,
(Clepr.rrbHo.)), (hcnorb3gaarb B TeqeHl.|e 28 AHei
nocne BcKpbt S onaKoHa.r, (oTRpblro:-));
Cnoco6 nprMeHeHl,|8 r,r Ao3br: CM. 14Hcrpyxt{x|o no

MeAxqhHcxoMy npl,|MeHeHl1|o (nrqroK-BKnaAbrur);

yc,noBhf, xpaHeHha, ycnoB|4t ornycxa, uJTplrx-xoA,

HOMep Cepfi r1 (0opMt4poBaBrle ceprrl
roToBoro npoAyxTa: x HoMepy ceprr,
nprcBoeHHoMy npoAyxry <in bulk> u

yxa3aHHoMy Ha nepBxgHoi ynaRoERe,

Moryr Ao6aararbca crMBorbr (6yKBbr rnr
qh0pbr), AonorHrrerbHo nprcBoeHHbte

Anfl BToprqHoi yna1(osx14. Taxl4M

o6pa3oM, HoMep cepr14, yxa3aHHui Ha

aroprlgHoi ynakosxe, Moxer 6blrb Ha

Hecxonb(o crMaoroa annHHee HoMepa

cepr|,l, yxa3aHHoro Ha nepBrqBot
ynaKoBXe), Aary x3roroBreHrn, Aary o(oH'{aHr8
cpoKa roAHocTll, HoMep perxcrpaqxoHHolo
yAocroBepeHrn, BHyrpeHHhi(re) RoA(br).

AonorHrrerbHo Moryr nprcytcrsoBarb cpeAcTBa

,AeHTrOrkaqh'1 (C14) Ann MoHrrop|aHra

aBtxeHrg neKapcraeHHbrx npenapaToa. Ha acex

Page/CrpaHxqa
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Ha neoBr,rHoi vnaKoBKe (3T,lxerxa 6naKoHal Ha

py!!!9!4j3!!Ict[!a33!!! roproEoe
HaxMeHoBaHxe npenapara c npeAynpeA!4renbHoi

MapxxpoBxoi @, MeXAyHapoAHoe
HenareHTo8aHHoe HarMeHoSaHxe {Ha pyccKoM ,l

aH|-/ruicKoi F3brKax), Ao311poBXy, neKapcrBeHHyo

oopr"ry, o6teu npenapara Bo onaKoHe B Mr,
npeAynpeArrerbHbre BaAor!cl4 (CreprrbHoD,
(oTKpbt8arb 3Aecb)), Ha{MeHoEaHxe l4 cTpaHy

Bnaaerbqa perucrpaqxoHHoro yAocroSepeHll8,

,norort,tn 0xpMbr (a66peerarypa xa aavnraqe),
HOMep Ceprr, Aafa oxoHqaHxa cpoKa roaHocTh,

BHyrpeHHxe xoAbr, n14Hrltl xoHTpori nepaoro

BCXpb|rr48.

Ha grooy,lHoi vnaKoexe {xaproHHoi na,{xe) Ha

pvccRoM 93brRe vKa3aHo: roproaoe HarMeHoBaHa4e

npenapara c npeAynpeArrerbHoi MapxrpoBKoi
o, Mex{AyHapoAHoe HenareHToBaHHoe

HallMeHOBaHUe (Ha pycc(oM |. aHr,nrlicxoM

neuxax), Ao:rposxy, reKapcrBeHHyto OopMy,
o6beM npenapara Bo ona{oHe I Mr,
HarMeHoaaH|,le |.l coaepxaHl.ie aeicrByloulero
Beu.lecr8a B 1M, npenapara, nepeqeHb

j acnomorareaunstx eeu.{ecre, rororhn 6rpllut
i (a66pesraarypa Ha rarxH14qe), HarMeHoBaHfle t,t
!

crpaHa a/|aAerbqa per{crpaqnoHHoro
yAocToBepeHxs, 9BnaK,u.{eroca EblnycKaK}ull,iM

KOHrpOneM KaYeCTBa, HaXMeHOEaHre h cTpaHa

npor3soAhTert, npeaynpeAl1TenbHble HaAnxcr:
(XpaHhrb I HeAocrynHoM Arc Aerei Mecre.D,

{(CTepiarbHo.r, (hcnorb3oBarb B TegeHx€ 28 AHei
nocne Scxpbrrl1r 0naxoHa.D, (of Kpblro:-D,
Cnoco6 nprmexenra x Ao3br: cM. |1Hcrpyxql,l|o no

MeAxLllrHcRoMy npliMeHeH{|o (rhcroK-Bx.naAblt!);

ycnoEur xpaHeHl4ff , ycroExn oTnycKa, uJTpllx-xoa,

HOMep Cepxx/ Aara l/|3rologreHr8, Aara
oKoHqaH|.lt cpoxa roAHocTtl, HoMep

perrcTpaql1oHHoro yAocroBepeHls, BHyrpeHHl1e

K0llbr.

AononHHrerbHo nprcyrcr8yror cpeAcrBa

xAeHrxoxKaq!|h (C14] A.n8 MoHtlrophHra

XOMNOHEHTAX Ha BCeX



TRUSOPT 20 mF/ml Batch lREq)731 {reference to Certificate ofanalvsis dated 10.10.20251

Tpvconr@ 20 Mr/,l r Ce9r.rn 1RE(X)731 {ccbrnKa Ha ceprxotxar aHa,|n3a or 10.10.2025)

Qualitv of the product is compliant with normative documentation ,nn-N9(005820)-(Pf-RU)-180624

Xa,recrBo npenapara coorBercrByer rpe6oBaHhflM HopMarlaBHoi goryruerraqrn /lfl-Ns(005820)-{Pf-RU}-180624

Date/Aara

Signature/noAnracb:

10.10.2025

4../ c 
I 
. .i Lr u\^:v{ .\_

Tarja Tuovinen
Qualilied person
Santen Oy

SeaUneqarb

Page/CrpaHrqa
4/4

3aBOACKre reXHO/lOrUqeCKre koAbt 14

npor3aoAcraeHHbre rexHr.{ecKre Aera,nr. lMecro

pacnonoxeHhff, pa3Mep TeKcra, qEeT ch,
rpadrrecxrx crtteo/toB, TexHo/rofl4lecKrx xoAoB

|,l npoh3aoAcrBeHHbrx Aeranei Moxer MeHSTbca B

3aBrctaMocTta oT rexHonof u,recxrx oc06eHHocfei
npot3BoAgrBa. qaeroBbre orreHX|,l MaKeroS

ynaxoaoR Mom or,nrqarbcr or raxoabrx Ha

KoMMep,{ecKoi ynaKoBXe, raK KaK 3aa|,l€nr or

ROMnOHeHTaX ynaROBRX nprCyrclaylo1 3aEoAcRhe

TexHo/tot14qecHxe KoAb|l,l npol,l3aoAcTBeHHble

TexHxqecxte lelar,l,

Sanen
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