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FOTIL, EYE DROPS, 5 ML/
®OTWUJL, KATIU TIA3HBIE, 5 MJ1
31169

1834561

01/2021

03/2021

01/2024

Units/
Eanuuubl
HIMEpeHHs

Results/

Requirements/ Hopmbi PesybTaTHL

Complies/
CooTBeTcTBYET

Clear, colourless solution/ [1po3pauHsiii
GeclBeTHBIH pacTBop.

Complies/
CooTBeTCTBYET

Product must be clear or stand comparison
with reference I/

lMpenapat 10mKeH ObiTh NPO3PAUHBIM HIH
BbIAEPKHBATH CPABHEHHE C ITANIOHOM |
Product must be colourless and stand
comparison with reference B9/

Complies/
CooTBeTcTBYET

IMpenapart nomkeH 6biTh GECUBETHLIM H
BhIIEP/KHBATH CPABHEHHE ¢ dTasloHoM BY
Retention time of the main peak on the
chromatogram of test solution must
correspond to the main peak on the
chromatogram of timolol standard solution /
BpeMms yIepikHBAHHA OCHOBHOTO MiHKa Ha
XPOMATOrpaMMe HCTIBITYEMOro pacTsopa
JIOJIHO COOTBETCTBOBATL BPEMEHH
yepRHBAHNUS OCHOBHOTO MUKA Ha
XpOMATOrpamMme CTaHAapTHOro pacTsopa
THMOJION1A

Retention time of the main peak on the
chromatogram of test solution must
correspond to the main peak on the
chromatogram of pilocarpine standard
solution /

BPCMSI ynepmmanns QCHOBHOrO NnUKa Ha
XPOMaTOrpaMMe HCrbITYEMOT0 pacTsopa
JI0/KHO COOTBETCTBOBATL BPEMEHH
yYJepKUBaHHS OCHOBHOTO IHKA Ha
XpoMaTtorpam ME CTAaHAAPTHOrO pacTeopa
MUIOKAPIHHA

Retention times of main peaks on the
chromatogram of test solution must
correspond to the same peaks on the
chromatogram of C12, Cl14 and C16
components of benzalkonium chloride
standard solution /

BpeMeHa yIepKHUBaHHA OCHOBHbIX MHKOB HA
XPOMATOrpaMMe HCIMbITYEMOro pacTsopa
NO3Hbl COOTBETCTBOBATL BpeMeEHaM
YAEPKHBAHHA TaKHX K€ INHKOB Ha
XpOMATorpaMMe cTaHAapTHOro pacTeopa
KOMNoHeHTOB GensankoHna xaopuaa C12,
Cl4uClé

Positive/
[MonoxkuTenLHan

Positive/
[TonoxkuTENbHAR

Positive/
[TonoxuTenbHas

Telefax/ Tencare
+358 3 318 1060

Telephone/ Teaedon
+358 3 284 8111

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ @HHJIAH]IHS
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Product/ Ipenapat FOTIL, EYE DROPS, 5 ML/
®OTHIL, KATUIH I'IA3HBIE, 5 MJI
Product Code/ Koa npenapara 31169
Batch no./ Homep cepiu 1834561
Date of manufacturing/ 0172021
Jlata npou3BoOACTEA
Date of analysis/ [lata avanuza ~ 03/2021
Date of expiry/ Cpox roasoctn  01/2024
Units/
Test/ [Mokasareib Requirements/ Hopmei Bty EavHHUBI
PesynbTaThbl
H3MepeHns
Dispensable volume / 2100 106 %
H3saekaeMblit o0bem
pH 48-55 5.4
Osmolality / OcMONANBHOCTD 200 - 300 257 mOsmol/kg
MOCMOMB/KT
Mechanical impurities/ Visible particles must not be present during ~ Complies/
MexaHH4ECKHE BKIIOYEHUSA/ visual inspection / CootercTayer
BuaHMble BKAIOYEHHA NPH BU3YAIbHOM
OCMOTpE A0/DKHBL OTCYTCTBOBAThH
Assay / HPLC / Timolol maleate/  6.16 - 7.52 6.79 mg/ml
KonuyecTBeHHOE OnpeneneHue / MI/MIT
BXX / THMON0aa ManeaT
Assay / HPLC / responding timolol / 4.5 - 5.5 5.0 mg/ml
KoauuectsenHoe onpeaencHue / MI/ML
BOXKX / Tumonon
Assay/ HPLC / 18.0-22.1 2077 mg/ml
Pilocarpine hydrochloride / MI/MI
KosnnuectseHHoe onpenenenme /
BOXX /
MUAOKAPIHHA THAPOXIOPHI
Assay / HPLC/ 0.09-0.11 0.10 mg/ml
Benzalkonium Chloride / MI/MJ
KonuyecTBeHHOE OrpeaeneHue /
BIKX / GeHsaikoHus XJI0pH
Related substances / HPLC / Total/ Cymma npumeceii < 0.5 <0.05 %
Timolol maleate / Each / EauniyHas npumecs < 0.2 <0.05 %
PoncteenHbie npumeck / BOAX /
THMOJI0/1a Maneat
Related substances / HPLC / Total / Cymma npumeceii < 10.0 0.08 %
Pilocarpine hydrochloride / Pilocarpic acid/ ITunokanpoHosas kuciota < 0.08 Yo
Poactsenusie npumecu / BOXX /6.0
IH0KAPHHA [HAPOXIOPHIL
Isopilocarpine / Haonunokapnus < 4.0 ND %
Sum of all other impurities/ Cymma <0.05 %
HeWAeHTHGHUMPOBAHHBIX npuMeced < 1.0
Sterility / Product must be sterile/ Sterile/
CTepuiibHOCTD ITpenapar Aon#eH ObITh CTEPHIBHBIM CrepnibHblii
BLOQ/HITKO = Below Limit of Quantitation/ Hixe npenena koJ1H4eCTBEHHOrO ONpeECHUA
ND/HO = Not Detected/ He obHapyxetio
RRT/OBY = Relative Retention Time/ OTHOCHTe/IbHOE BPEMS YAEPHKHBAHHA
Postal address/ Houroswiii aapec Telephone/ Teaedon Telefax/ Teaedarc
SANTEN OY/ CAHTIH AO +358 3284 8111 +358 3 318 1060

P.O.BOX 33/ MOYTOBLIA AUMK 33

FIN-33100 TAMPERE/ FIN-33100 TAMITEPE

FINLAND/ GHHJISIHJLIH S
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Product/ Ipenapat FOTIL, EYE DROPS, 5 ML/
GOTHIL, KATLIH IJTA3HBIE, S MU

Product Code/ Koa npenapara 31169

Batch no./ Homep cepuu 1834561

Date of manufacturing/ 01/202]

Jlata npOH3BONCTBA

Date of analysis/ Jlata ananmia  03/2021

Date of expiry/ Cpok roanoct  01/2024

| 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.

HacTos1LMM NOATBEPAAI0, YTO yKa3aiHas Bbillle CepHA NPOH3BEACHA. H KOHTpPO/b KaueCcTBa NPOBE/ICH B
COOTBETCTBHH C 1OKYMEHTALIHEl Ha CEPHIO, TEXHONOTHEH NPOH3IBOACTBA H METOAHKAMH KOHTPOMA KauecTsa.
JIOKYMEHTALIHA HA CEPHIO H XKYPHANIBI NPOBEACHNA MCTBITAHHI NPOBEPEHBI H NOJHOCTBIO COOTBETCTBYIOT
neficreytownm tpedoaunsm GMP i yCloBHAM, H3JI0KEHHBIM B perHcTPaLHOHHOM YAOCTOBEPEHHH, BbIIAHHOM
COOTBETCTBYHOULIHM PEryIATOPHBIM OPraHOM. HHuKaKHX OTKIOHEHHH HAH NPOUCLIECTBHH, KOTOPbIE MOTYT NOBIHATEL
Ha KauecTBO Mpenapara, 0TMe4eHo He Obl1o.

Santen Oy, Tampere/ Cautsn AQ, Tamnepe
15 Jun 2021/ 15 Hion 2021 1.

Lo v J LLEWA e

Tarja Tuovinen

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

Tapbs TyoBHeH, hapmaLeBT, CIIEUHATHCT 110 KOHTPOIO
KavecTsa (DaKkanaBp ecTeCTBEHHbIX HAYK)

Postal address/ Ilosromii aapec Telephone/ Teaedon Telefax/ Tesedparc
SANTEN OY/ CAHTOH AO +358 3284 8111 +358 3318 1060
P.O.BOX 33/ TIOUTOBLIH ALIMK 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ @HUHJIAHIHA



Fotil Batch 1834561 (reference to Certificate of Analysis dated 15.6.2021)

®oTun Cepua 1834561 (ccbinka Ha cepTudmKaT aHanv3sa or 15.6.2021)

Importing country / CTpaHa 8Bo3a:

Russia / Poceua

Marketing Authorisation of importing country /
PezucmpayuoHHoe ydocmosepeHue CmpaHs! 8603a:

N N015324/01 ot 11.12.2008

Name and address of API manufacturing site / HaasaHue
npoussodumena cy6cmanyuu, adpec npouseodcmea:

NKAC dunnana Omn
Messukentankatu 8, 20210 Turku, Finland

AHugpo gy bpasun 3ctpacoec C.A.
Rua Policarpina, 1000 ZIP Coda 64216-815 Parnalba, PI, Brazil

Name and address of bulk manufacturing site /
Ha3ssaHue u adpec npussodcmea 20moaoll nekapcmeeHHol

Gopmbl;

NextPharma Oy, Finland / AO Hekct®apma, PUHNAHAKA
Niittyhaankatu 20, 33720, Tampere, Finland

Name and address of packaging site /
Hassarue u adpec nAouladku, omeedaoulel 30 ynaKoseKy:

Primary Packaging site / Nnowaaxa nepBHYHON YNaKOBKH:
NextPharma Oy, Finland / AO Hekct®apma, PUHAAHAMUA
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / Mnowagka BTOPUYHON YNaKoBKM:

[(] NextPharma Oy, Finland / AO Hekct®apma, OUHAAHANA
Niittyhaankatu 20, 33720, Tampere, Finland

(<] Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands /
MaHydakuypuHr MekuaxuH ®apmaka (MNO) 6.B., Huaepnanap
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
HaszeaHue u adpec npouzsodumensa (Beinyckaowjuil
KOHMponb Kavyecmea):

Santen Oy, Finland / AO CaHT3H, PUHNAHAWA
Kelloportinkatu 1, 33100, Tampere, Finland

Labelling / Mapkuposka:

In compliance with the Normative documentation /
B COOTBETCTBUM C HOPMaTUBHOW AOKYMEHTaUMER
M N015324/01-260219 with changes/c uam. Ne 1-4

Packaging / Ynaxoseka:

Primary packaging/nepBu4Han ynakoBKa:

Eye drops, 20 mg/ml + 5 mg/ml (dropper bottle) 5mix 1/

Kanau rnasublie, 20 mr/mn + 5 mr/mn (dnakon-kanensHuua) 5 mn x 1
Secondary packaging/sTopu4Has ynakoBka:

Carton pack/MNa4ka KapTOHHaA

Stability period / Cpok 20dHocmu:

3 years. After bottle opening - 28 days/
3 rona. Mocne BekpbiTUA hnakoHa 28 aHei.

Storage conditions / Ycrosua xpaHeHus:

In light protected place, at the temperature 2-8°C. After bottle opening
not higher 25°C, in light protected area /

B 3aWMUEHHOM OT cBeTa mecTe, npu Temneparype 2-8°C. Nocne
BCKPbITUA GAaKOHa XPaHWTL B 3aLUMLEHHOM OT CBETa MeCTe NpuH
TemnepaType He Bbiwe 25°C.

Quality of the product is compliant with normative documentation M N015324/01-260219 with changes Ne 1-4/
KauecTso npenapara cooteeTcTayeT Tpe6oBaHUAM HOPMATUBHOM AOKYMeHTauuu M N015324/01-260219 ¢ uam. Ne 1-4

Date/fara 15.6.2021

L4

Signature/MoAanuco: o ) ¢

{LL e
Tarja Tuovinen
Qualified Person

Seal/MNeuaTtb




