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CEPTUOUKAT AHAJIM3A Crpaunua 1/3
Product/ [1penapat Trusopt 20 mg/ml eye drops, Sml
Tpyecont® 20 ME/MUT KAIUTH TVIa3HbIe, S Ml
Product Code/ Kon npenapara 31123
Batch no./ Homep cepun IREQ0281
Date of manufacturing/ 04/2021
JlaTa npoH3BO/ICTSa
Date of analysis/ Jlata anaansa 04/2021
Date of expiry/ CpoK roanoctH 04/2023
Test/ [NokazaTein Requirements/ Hopmbl l;::;::i —
Appearance / Onncanie Clear. colorless or nearly colorless, slightly viscous Complies/
solution. / CooTBCTCTBYET
Ipo3patiHelii, fecupeTHbI KK NOYTH
GecuBCTHBLIT, clerka BA3KHIT pacTBop.
Color / LiseTHoCTH The product must be colourless or stand the comparison ~ Complies /
with the reference solution B8./ CoOoTBETCTBYET
ITpenapat doaxeH Gb1Th GeCUBETHBIM HIH
BHIACPHKHBATL CPABHEHHE C 3TANOHOM B8.
Clarity / [1po3pauHocTb The product must be clear compared to water or stand the Complies/
comparison with reference 1./ CooTBETCTBYET

Identification / HPLC /
Benzalkonium chloride /
Moanuuuocts / BOXX /
OeH3ATKOHHA XJIOpHI

ldentification / HPLC /
Dorzolamide hydrochloride /
Momnuuiocts / BOXX /
[IOp30naMiaa FHAPOXI0pHIL

Viscosity / BaikocTb

Osmolality / OcMONAILHOCTS

pH

Assay / HPLC / Benzalkonium
Chloride/

TMpenapat 1on&eH ObiTh NPO3PAUiLIM B
cpaBHEHHH € BOAOH HJIH BLIACPIKNBATD
cpaBHeHite ¢ 3TanoHoM .

The retention times of main peaks in the chromatogram of Positive /
the test solution should correspond to the retention times TlonokuTenpHas
of the peaks of homologues Ciz, C1aand Cis (if present) in

the chromatogram of standard solution (within £ 3%}/

BpemeHa yaepAHBAHHA OCHOBHBIN NHKOB

Ha XPOMATOrPaMMe HCMLITYEMOro

PACTBOPA NOJIAKHBI COOTBETCTBOBATH

BpeMeHaM yACPAHBaHUA NIKOB Ci12,ClducCleé

(NpH HanWU 1K) Ha XpoMaTorpamMme

CTaHIapTHOro pacTsopa (B npeaenax

+ 3%),

The retention time of main peak in the chromatogram of Positive/
the test solution should correspond to the retention times [lonowuTenbHas
of dorzolamide hydrochloride peak in the chromatogram

of standard solution (within £2.5%) /

Bpemsa yAcp/KIBAHHS OCHOBHOO MHKA Ha

XPOMATOrPaMME HCILITYEMOrO PacTBopa

JOJIKHO COOTBCTCTBOBATL BPEMEHH

yACPANBAHNA MIKA 10P30JaMHAA

FHAPOXJOPHAA HA XPOMATOrpaMMe

cTaHapTHOro pacTeopa (B npeienax

+2.5 %).

65-170cP/cll3 96 cP/ cll3

274 mOsm/kg /
MOCMONb/Kr
55-58 5.6

260 - 330 mOsm/kg / MOcmonb/kr

90.0 - 115.0% of nominal content / 96.1 %

oT 90.0 % 10 115.0 % 0T HOMHHANBHOTO CONCPAHAHHA



$anten

Product/ [1penapar

Product Code/ Kox npenapara 31125

Batch no./ Homep cepiin IRE00281

Date of manufacturing/ 04/2021
Jlata npon3BosCcTRA
Date of analysis/ arta ananusa  04/2021

CERTIFICATE OF ANALYSIS/
CEPTUDHKAT AHAJIM3A

Trusopt 20 mg/ml eye drops, Sml
Tpyeont® 20 Mr/aur Kamim riaasnabie, S M

Date of expiry/ Cpok roauocti  04/2023

KonuectaeHtoe onpeacietie /
BXX / Genzankouus Xxnopha

Assay / HPLC / Dorzolamide
hydrochloride /
Konnuectaentoe onpejenenue /
BOXX / Jop3onamua

Related Impurities / HPLC/
Dorzolamide /

PoactseHHble npimech / BOXX /
Hop3onamua

Mechanical impurities /
MexaHuyeckHe BETIOUEHHs/

Volume of package content /
ObbeM conepKHMOro
YIIAKOBKH

Sterility / Ph.Eur./
CrepunbHocTb / EBp. (apm,

BLOQ = Below Limit of Quantitation/ HITKO = Hike npeaena KonHecTBEHHONO ONPEAENEHHA

95.0 - 110.0% of label claim /

07 95.0 % no 110.0 % oT 3a8BJEHHOTO COREPHAH IS

Cis-Dorzolamide: < 2%
Desethyldorzolamide: < 0,5%

Total related impurities: < 2.5%
umc-aop3onamui: He donee 2 %
Ae3dTiAop30aamMul: He Gonee 0.5 %
cymaa npimeceit: e Gonee 2.5 %

Visible particles: The product must be free
of any visible particles /
B cooTgeTcTBHI € TPEDOBAHHAMH,

The average net volume of content of the 10
bottles is NLT the labelled amount and the
net volume of content of any single bottle is
NLT 90% of the labelled amount. /
Cpennee 3HaueHe o0bema CONePRUMOro,
paccuntanHoe ans 10 dakoHOB, 10IKHO
ObITh HE MEHCC YKA3aHHOIO HA ITHKETKE, @
obbem modoro oTaensHoro (Grakoxa
cocTasnseT He MeHee 90 %, YKa3aHHOro Ha
ITHKCTKC.

Sterile/
CrepHibhblit pacTBOp

ND = Not Detected/ HO = He obnapy#eHo
RRT = Relative Retention Time/ OBY = 0THOCHTENILHOE BPEMS YACP/KHBAHHA

Page 2/3
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99.9 %

ND
ND
ND
HO
HO
HO

Complies/
CooTBeTCTBYET

Average 5.64 mL
Individual 112%

Cpennee 5.64 M
OraensHoro
112%

Sterile/
Crepunbhbiii
pacTeop
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CEPTHOUKAT AHAJIN3A Crpannua 3/3

Product/ Mpenapar Trusopt 20 mg/ml eye drops, Sml
TpyconT® 20 M/ Kanuin riasHeic, 5 mi

Product Code/ Koa npenapara 31125

Batch no./ Homep cepun 1RE0028 1

Date of manufacturing/ 04/2021

Jara npou3BoACTRA

Date of analysis/ Jlata anaiza  04/2021

Date of expiry/ Cpok roauocTit ~ 04/2023

[ hereby certify 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. The batch documentation and the
analysis records were reviewed and found to be in full compliance with the relevant current GMP requirements 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 quality were noted.

Hacroawnm noaTsep:#aalo, UTo YKa3aHHas Bbille cepis NPoH3BEAeHa, H KOHTPO/Ib KauecTsa NpoBeleH B
COOTBETCTBHMH € JOKYMEHTAUHE!T Ha CEPHIO, TEXHOJIOMHEH MPOH3BOACTBA H METOAHKAMH KOHTPOS KauecTsa.
JoKyMeHTauHs Ha CEPHIO W AKYPHalbl NPOBEASHHS HCMLITAHHIT NPOBEPEHLI H [OJHOCTLIO COOTBETCTBYIOT
AeficTytowim Tpebosarnam GMP 1 ycnoBHAM, HINOKEHHBIM B PErHCTPALIHOHHOM YAOCTOBEPEHHH, BhIAAHHOM
COOTBETCTBYIOWHM PEryNATOPHLIM OpraHoM, HUKaKUX OTKIOHEHHIT HAH MPOHCIIECTBHIT, KOTOPbIE MOTYT MOBIHATL
HA KAYUeCTBO Mpenapara, oOT™MeueHo He Gbli0.

Santen Oy, Tampere/ Tamnepe
30 Aug 2021 /30 Asr2021r.

Z - y
Mikko Levomaki

Qualified Person, QA Pharmacist (M.Sc.)/

Y OJIHOMOUEHHOE IHLLO, (hapMaueBT oTesa

obecneyeHHa KavyecTBa (MarucTp eCTECTBEHHbBIX
HayK)




TRUSOPT 20 mg/ml Batch 1RE00281 (reference to Certificate of Analysis dated 30.08.2021)

Tpycont® 20 mr/mn Cepua 1RE00281 (ccbinka Ha ceprudukar aHanusa or 30.08.2021)

Importing country / CTpaHa BBO3a:

Russia/Poccun

Marketing Authorisation of importing
country /

PezucmpayuoHHoe y0ocmoeepeHue cmpansl
86030:

M N013715/01 o7 17.04,2008

Name and address of API manufacturing site
{ Hoseanue npoussodumens cybecmaHyuy,
adpec npouszeodcmea:

Dorzolamide / flop3onamup

F.I.S. — Fabbrica Italiana Sintetici S.p.A. /
®OUC-Pabbpuka Utanuwana CunteTium C.nA,
Via Dovaro, snc, 36045, Lonigo (V1), Italy

Name and address of bulk manufacturing
site /

HassaHue u adpec npusgodcmea zomosoll
nekapcmaerHoll hopmer;

Santen Pharmaceutical Co., Ltd. Noto Plant, Japan /
CaHTan ¢papmacbkioTukan Ko, ita. 3ason Hoto, ANOHKA
2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, 929-1494, Japan

Name and address of packaging site /
HossaHue u adpec nnowadku, omeedaiowlel
30 YNOKosKY:

Primary Packaging site / MnouwaaKka nepBU4HON YNAaKOBKMK:

Santen Pharmaceutical Co., Ltd. Noto Plant, Japan /

CanTaH papmacbioTukan Ko. /Itg. 3asog Hoto, ANOHUA

2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, 929-1494, Japan
Secondary Packaging site/ NnowagKa BTOPUYHON YNAKOBKK:
Manufacturing Packaging Farmaca (MPF) B.V., Netherlands /
ManydaruypuHr MeknauH Gapmaka (MM} B.B., HugepnaHap!

Neptunus 12, Heerenveen, 8448CN Netherlands

Name and address of release site /
HozsaHue u adpec npoussodumens
{Boinyckarouiull KOHMPOAL KaYecmea):

Santen Oy, Finland / AO CaHT3aH, PUHNRHAWA
Kelloportinkatu 1, 33100, Tampere, Finland

Stability period / Cpox 200H0cmu:

2 years. After bottle opening - 28 days /
2 roga. Mcnonb3osath B TeveHWe 28 gHel nocae BCKPLITUA GpaakoHa.

Storage conditions / Ycnosua xpanerua:

Keep at the temperature not higher than 30°C, protected from light. / Mpu
Temnepartype He Beiwe 30°C B 3aMWweHHOM OT CBETa MecTe.

Label code / Kog aTuKkeTku

P110600012732

Carton code / Koa nayku KapTOHHOW

P101100012731

Leaflet code / Kog UMM

P090800012733

Test/ Nokasatenb | Requirements/ Hopmbl

Results/ PesyabTatsl

language: trade name of the product with the ©
sign; international non-proprietary name;
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 following information is indicated on the

secondary pack {carton) in the Russian language:
trade name of the product with the ® sign;

Packaging / 5 mL into LDPE dimple plastic bottle with LLDPE 5 mL into LDPE dimple plastic bottle with LLDPE

Ynaxoska: dropper tip and PP cap. 1 bottle with the leafletin | dropper tip and PP cap. 1 bottle with the leaflet is
the carton pack. / in the carton pack. /
Mo 5 mn 8o $dnakoH N3HM NNacTHUKOBLIN C Mo 5 mn Bo ¢naKkoH N3HMN NNACTUKOBLIA C
yraybneHuamu c posatopom SIN3HMN v yraybaernuamm ¢ gosatopom JIN3HN u
NOAUNPONMAEHOBLIM KONNAYKoM. 1 GnakoH NOAKAPONUAEHOBLIM KONNAYKoM. 1 pNaKoH ¢
UHCTPYKUMER N0 NPUMEHEHUIO B KAPTOHHOMN MHCTPYKLMeH NO NPUMEHEHWUIO HAX04MTCA B
nadKe. KapTOHHOMW nauxe.

Labelling / The following information is indicated on the The following information is present on the

Mapkupoexa: primary pack (label of the bottle) in the Russian primary pack {label of the bottle) in the Russian

language: trade name of the product with the ®
sign; international non-proprietary name;
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 following information is present on the
secondary pack {carton) in the Russian language:
trade name of the product with the @ sign;

Page/CrpaHuua
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TRUSOPT 20 mg/ml Batch 1REQ0281 (reference to Certificate of Analysis dated 30.08.2021)

Tpycont® 20 mr/mn Cepusn 1RE00281 (ccbiaKa Ha cepruduKaT aHanusa or 30.08.2021)

international non-proprietary name; 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;
quantity of bottles in the pack, company logotype
{Romanized abbreviation); name and country of
the registration certificate holder registered as a
release site, name and country of manufacturer,
warnings: “Read the enclosed leaflet before using
the product.”, “Keep out of the reach of children.”,
“Sterile.”, “Use within 28 days after opening of the
bottle.”, administration method: “Only for topical
use”, storage conditions, prescription status, bar
code; batch number; manufacturing date, expiry
date, registration certificate number, product
codes.

Additionally, identification means (51) 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 SI, 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 nepsv4YHOI ynakoBke (3THKeTKa dnakoHa) Ha

international non-proprietary name; 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; quantity of
bottles in the pack, company logotype (Romanized
abbreviation); name and country of the
registration certificate holder registered as a
release site, name and country of manufacturer,
warnings: “Read the enclosed leaflet before using
the product.”, “Keep out of the reach of children.”,
“Sterile.”, "Use within 28 days after opening of the
bottle.”, administration method: “Only for topical
use”, storage conditions, 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. /

Ha nepen4HOl ynakoske (3TMKeTKa dbaakoHa) Ha

DPYCCKOM A3bIKE YKa3bIB3KIT: TOprosoe
HauMeHOBaHWe NpenaparTa ¢ npeaynpeaAuTensHoR
MapKUpOBKOW ®, MmexayHapoaHoe
HENaTeHTOBaHHOE HAUMEHOBAHWE, AO3IUPOBKY,
nekapcreerHyio dopmy, 0bvem npenaparta so
¢naKoHe B MA, NpeaynpeaUTensHan Hagnucu
«CTepunbHOY, «OTKPLIBATL 346ChY,
H3WMEHOBaHWE U CTPaHY BNaAeAbLA
PErMcTpaLMoHHOro YA0CTOBEPEHKUA, NOTOTHUN
¢dupmbl (abBpesratypa Ha naTUHMLE), Homep
Cepuu, AaTY OKOHYAHUA CPOKA rOQHOCTH,
BHYTPEHHUI(Ke) KoA(bl), NMHUA KOHTPONA NepBoro
BCKPbITUA.

Ha BTOpWYHOM ynakoBKe (KapTOHHaA nayka) Ha
PYCCKOM A3bIKe YKA3bIBAKOT: TOProsoe
HaUMeHOBaHWe npenapara ¢ npeaynpeAuTeNbHOM
MapKWMpoBKOW ¥, MeayHapoaHoe
HENaTeHTOBAHHOE HAUMEHOBAHWUE, AOIUPOBKY,
NeKapcTeexHyo popmy, obvem npenapata 8o
dnaKkoHe B MN, HAMMEHOBAHWE U COAEPKaHME
AeicTeylowero sewectsa 8 1 mn npenapara,
nepeyeHb BCNOMOraTeNbHbIX BEULECTs,
HONMYECTBO $NAKOHOB B YNAaKOBKE, NOrOTMN
ovpmbl (abBpesuatypa Ha naTuHMUe),
HaUMEHOBaHME W CTPaHy BAagenbua
PEerncTpayMoHHOro YAOCTOBEPEHMA, ABAAIOWETOCA
BLINYCKAKOLWMM KOHTPOAEM KayecTsa,
HauMeHOBaHWe U CTPaHy NPOU3BoAMTENS,

DYCCKOM A3bIKE YKA33HO: TORrosoe

HaMmeHOBaHWe npenapara ¢ NPeaynpeaTensHOM
MapKkuposkoi ®, mexayHapoaHoe
HEeNaTeHTOBaHHOE HAUMEHOBaHWE, AO3UPOBKY,
nekapcTseHHyo dopmy, obsem npenaparta Bo
$naroHe 8 Mn, npeaynpeauTebHan HagnMucu
«CTepUNbHOY, «OTKPLIBATL 34EChY,
HaWMEHOBAHWE W CTPaHy BAAAENbLa
PerucTpPauMoHHOro YAOCTOBEPEHMA, IOrOTUN
$upmel (abbpesuaTtypa Ha naTuHULe), HoMep
CEepHWKH, ATy OKOHYaHHWA CPOKa rogHocCTH,
BHYTPEHHUIA(Me) KoA(bl), IMHUA KOHTPOAA NEpPBOTO
BCKPLITHA.

Ha BTOPUYHON ynakoske (kapToHHaA navuka) Ha
PYCCHOM A3bIKe YKa3aHO: TOProBoe HauMeHoBaHMe
npenapara c npeaynpeauTebHON MapKMPOBKOA
®, MeAYHapoAHOe HenaTeHTOBaHHoe
HauMeHOoBaHWe, NO3UPOBKY, NEKAPCTBEHHYIO
bopmy, obvem npenapaTa 80 dNakoHe B M,
HAUMEHOBAHKE U COAEPKaHUE AeHCTBYIOWEro
BewecTsa 8 1 mn npenapara, nepeyeHs
BCNOMOraTesibHbIX BEWECTB, KOAMYEeCcTBO
$N3KOHOB B yNaKoBKe, NOrOTUN GUPMbI
(abBpesuarypa Ha naTuHKUUE), HAUMEHOBaHWE Y
CTPaHy BNagenbua pericTpayuoHHoro
YAOCTOBEPEHUR, ABNARIOLLEIOCA BbINYCKaOWMM
KOHTpO/NEM Ka4ecTsa, HaMMEHOBAHWE 1 CTPaHY
NPOU3BOAUTEANRA, NpeaynpeAuTeAbHbIE HAANWUCK!

Page/Crpanuuya
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TRUSOPT 20 mg/m| Batch 1RE00281 (reference to Certificate of Analysis dated 30.08.2021)

Tpycont® 20 mr/mn Cepun 1RE00281 (ccbiaka Ha ceptuduKaT aHanusa ot 30.08.2021)

npeaynpeauTensHele Hagnucu: «Mepen,
npUMeHeHnem O3HakomMbTeCh C npunaraemof«
MHCTPYKUMEN. », «XPaHUTb B HEAOCTYNHOM AAA
pevei mecre.», «CrepunsHo.», «MCcNoNL30BATL B
TeyeHue 28 AHeNl Nocne BCKPLITUA GA3KOHA.»,
cnocof npumeHeHua: « TOAbKO ANA MECTHOTO
NPUMEHEHUWA.», YCNOBUA XPaHEHUA, YCNOBUR
OTNYCK3, WTPHUX-KOA, HOMEpP Cepuu, paty
M3rOTOBNEHMA, [aTY OKOHYAHMA CPOKA rOAHOCTH,
HOMEp PerucTpaLMoHHOro YA0CTOBEPEHHUR,
BHYTpeHHUM(Me) koa(st).

JonNonKUTENEHO MOTYT NPUCYTCTBOBATL CPEACTBA
unoeHTuodMkauum (CHU) Ans MOHKUTOPWHrE
OBVKEHWA NeKkapCcTBeHHbIX NpenapaTtos. Ha secex
KOMMNOHEHT3X YNaKOBKW MOTYT NPUCYTCTBOBATL
3aBOACKWE TeXHoAorM4YeCKkue Koabl v
NPOW3BOACTBEHHbIE TEXHUYECKMUE AeTanun. MecTo
pacnonoMXeHWs, paamep TekcTa, uset CH,
rpadu4eckux CMMBONOB, TEXHONOTUYECKUX KOA0B
W NPOM3BOACTBEHHBIX 4ETaNeH MOXET MEHATLCA B
3aBUCMMOCTM OT TeXHONOrMUECKMX ocoBeHHOCTe
NpoM3B0ACTBa. LIBETOBbIE OTTEHKWY MAKETOB
YNAKOBOK MOTYT OTIMYATLCA OT TAKOBbIX HA
KOMMEPYECKOW YNAaKOoBKe, Tak KaK 3aBUCAT OT
TEXHUHECKUX XaPaKTEPUCTUK NPUHTEPOB.

«Nepen NPUMeEHEHKeM 0IHAKOMbTECh C
nNpUNaraemomn UHCTPYKLUKMER. », «XpaHWUTL B
HEeAOCTYNHOM ANA deTel mecte.», «CTepruabHO.»,
«Mcnonb3osaTs B TeueHve 28 aHed nocne
BCKPbLITUA GABKOHA.», CNOCOb NPUMEHEHMA:
«TONbKO 4N1A MECTHOTO NPUMEHEHHA.», YCI0BUA
XPaHEHWA, YCNOBUA OTNYCKA, WTPUX-KOA, HOMEP
cepuu, 4aTy M3rOTOBAEHWA, A3TY OKOHYaHWA CPOKA
rOAHOCTH, HOMEP PErUCTPaLIUOHHOIO
yAOCTOBEPEHUA, BHYTPEHHUIA(Ke) koa(bi).
LonoNHWUTeNbHO NPUCYTCTBYIOT CPeAcTBsa
waeHTUGUKaUmm (CU) ANA MOHUTOPUKIa
OBMKEHWA NeKapCTBEHHbIX Npenapartos, Ha Beex
KOMMOHEHTAX YNaKkoBKW NPUCYTCTBYIOT 33BOACKHE
TEXHONOTMYECKME Koabl U NPOU3BOACTBEHHDIE
TeXHU4YeCcKune getanu.

Quality of the product is compliant with normative documentation M N013715/01-101220 with changes Ne 1/

Kauectao npenaparta cOOTBETCTBYET TpeboBaHUAM HOPMaTUBHOM AoKyMeHTaumum N N013715/01-101220 c uam. Ne 1

Date/Oara

Signature/NoAanucs: @’JC/_;,_A

Mikko Levomé&ki
Qualified Person
Santen Oy

30.08.2021

Seal/MeuvaTb
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