$anten

Product/ INpenapar

Product Code/ Kon npenapara
Batch no./ Homep cepun

Date of manufacturing/

Jlata npou3BoacTBa

Date of analysis/ [lata aHanusa
Date of expiry/ Cpok roaHoctu

Test/ lNokazaTeab

Appearance / OnucaHue

Clarity / [lpo3pauHocTh

Colour / LiseTHoCTb

Identification / HPLC /
Timolol Maleate /
[Moanuxuoets / BOXX /
THMONOJIA MajieaT

Identification / HPLC /
Pilocarpine Hydrochloride/
IMoanuuuocTs / BDXX /
NHAOKApNHHA rHAPOXJIOPHA

Identification / HPLC /
Benzalkonium chloride /
Moanuunocts / BOXKX /
OeH3aNKOHHS XJI0PHI

Postal address/ [Touroswii aapec
SANTEN OY/ CAHTOH AO
P.O.BOX 33/ TOYTOBbIH SALLHK 33

CERTIFICATE OF ANALYSIS/
CEPTH®HUKAT AHAJIM3A

FOTIL, EYE DROPS, § ML /
D®OTHJL, KATUUIH I'JIA3BHBIE, § MJ1
31169

1828142

10/2020

1172020
10/2023

Requirements/ Hopmsi

Clear, colourless solution/ Ipo3pauHslii
OecuBeTHbIif pacTBOp.

Product must be clear or stand comparison
with reference I/

lNpenapar 10%eH ObITh MPO3PAYHBIM WIH
BbIJAEPKHBATh CPaBHEHHE C ITATOHOM |
Product must be colourless and stand
comparison with reference B9 /

IMpenapat nomkeH O6bITh GeCLBETHBIM H
BbIJIEPKHBATH CPABHEHHE € ITAI0HOM B9
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 /

Bpema ynepuBaHua OCHOBHOTO MHKA Ha
XpOMaTorpaMmMe HCrMbITYEMOro pacTBopa
JOKHO COOTBETCTBOBATb BPEMEHH
yIepKHUBAHHA OCHOBHOTO MHKa Ha
XpoMaTorpaMme CTaHAapTHOrO pacTeopa
THMOJI0NA

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 /

Bpems ynep#HBaHuA OCHOBHOTO NUKA HA
XpOMaTtorpaMMe HCMbITYEMOro pacTBopa
JIOJKHO COOTBETCTBOBATh BPEMEHH
yAepKHBaHUA OCHOBHOIO NMHKa Ha
XpoMaTorpaMme CTaHAapTHOro pacTBopa
NHI0OKapmHHa

Retention times of main peaks on the
chromatogram of test solution must
correspond to the same peaks on the
chromatogram of C12, C14 and C16
components of benzalkonium chloride
standard solution /

Bpemeua YAEpKHBAHHUA OCHOBHbLIX [THKOB Ha

XpOMaTorpamMMe HCMbITYeMOro pacTeopa
NONKHEI COOTBETCTBOBATh BpeMeHaM
YAEPXKHBaHUA TAKHX XK€ MHKOB Ha
XpoMaTorpaMme CTaHIapTHOr0 pacTsopa
KOMMOHEHTOB GeH3ankonus xnopuaa C12,
Cl4ucCleé

Telephone/ Teaedon
+358 3284 8111

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®HHJIAHJIUA
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Units/
Eanunusi
H3IMEPEHHA

Results/
PeiynbTathl

Complies/
CoorserctByeT

Complies/
CooreeTcTBYET

Complies/
CooTBeTcTBYET

Positive/
[TonoxutenbHas

Positive/
[MonoxutenbHas

Positive/
[Monoxutensuas

Telefax/ Tenedaxe
+358 3318 1060
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Product/ Ipenapar FOTIL, EYE DROPS, S ML/
@®OTWJI, KATLIIH I'JIA3BHBIE, 5 MJI
Product Code/ Kon npenapata 31169
Batch no./ Homep cepuH 1828142
Date of manufacturing/ 10/2020
JaTa npoM3BOACTBA
Date of analysis/ [lata ananuza  11/2020
Date of expiry/ Cpok roanoct  10/2023
Units/
Test/ [okasaTe/b Requirements/ Hopmbl Resuity EaxHnub
Pe3yabTaThl
H3MepeHHs
Dispensable volume / =100 107 %
H3snekaembliit obbem
pH 48-55 54
Osmolality / OcMOASIBHOCTh 200 - 300 256 mOsmol/kg
MOCMOJTB/KT
Mechanical impurities/ Visible particles must not be present during ~ Complies/
MexaHHYEeCKHE BKIIOYEHHS/ visual inspection / CooTBeTCTBYET
BiauMble BKIHOUEHHS NPH BU3YAILHOM
OCMOTpE AO/IKHBI OTCYTCTBOBATD
Assay / HPLC / Timolol maleate/ ~ 6.16 - 7.52 6.74 mg/ml
KonuyecTBeHHOe onpeaeneHue / mr/mn
BDXX / Tumonona manear
Assay / HPLC / responding timolol / 4.5 - 5.5 4.9 mg/ml
KoanuecTBeHHOE onpeneeHHe / Mr/ma
B2XX / Tumonon
Assay/ HPLC/ 18.0-22.1 21.38 mg/ml
Pilocarpine hydrochloride / Mr/mMa
KonnuecTBeHHOE onpeaesieHHe /
B2XX /
MHAOKAPMHHA MHAPOXJIOPHA
Assay / HPLC/ 0.09-0.11 0.11 mg/ml
Benzalkonium Chloride / Mr/Ma
KoauuecTseHHOE onpeaenenue /
B2XKX / GeHsankonus XJI0pHA
Related substances / HPLC / Total/ Cymma npumecei < 0.5 <0.05 %
Timolol maleate / Each / Exusuunas npumecs < 0.2 <0.05 %
Poncreennbie npumeck / BOXKX /
THMOJIONIa MaJieaT
Related substances / HPLC / Total / Cymma npumeceii < 10.0 0.09 %
Pilocarpine hydrochloride / Pilocarpic acid/ [Tuwtokanpoxosas kucnota < < 0.05 %
PoacteeHHbIe npumec / BXKX /6.0
MUIOKApIHHA THAPOXIOPHIL
Isopilocarpine / M3onunokapnis < 4.0 0.09 %
Sum of all other impurities/ Cymma <0.05 %
HeHnJeHTH(HUMPOBaHHBIX npumeceit < 1.0
Sterility / Product must be sterile/ Sterile/
CTepHabHOCTh [MpenapaT A0mKeH ObITh CTEPHIBHBIM CrepuabHbli
BLOQ/HIIKO = Below Limit of Quantitation/ Hixe npenena ko1H4ECTBEHHOTO ONPEACCHHA
ND/HO = Not Detected/ He o6HapyxeHo
RRT/OBY = Relative Retention Time/ OTHOCHTENLHOE BpeMA YAEPKHBAHHA
Postal address/ [ToyTosmit aapec Telephone/ Tenedon Telefax/ Teaedaxe
SANTEN OY/ CAHTOH AO +3583 284 8111 +358 3 318 1060

P.O.BOX 33/ TIOYTOBBIIM SALIMK 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®HHJIAHIHA
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Product/ IMpenapar FOTIL, EYE DROPS, S ML /
DOTHUJL, KAIUJIH IJIAZHBIE, 5§ MJ1

Product Code/ Koa npenapara 31169

Batch no./ Homep cepun 1828142

Date of manufacturing/ 10/2020

Jlara npon3BoncTsea

Date of analysis/ [lata ananuza  11/2020

Date of expiry/ Cpok ronsocty  10/2023

I 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.

HacToswmm noaTBepkaak, YTO YKa3aHHas Bbillie CEPHA NPOH3BEAEHA, H KOHTPOJIb KauecTBa NpoBeleH B
COOTBETCTBHH C OKYMEHTaLMeH Ha cepHIo, TEXHOMOrHEH MPOH3BOACTBA H METOAHKAMH KOHTPOJIS KaluecTsa.
JloKyMEHTaLMs Ha CEPHIO M JKYPHAbl NPOBEACHHA HCMLITAHHA NMPOBEPEHDI H NOMHOCTLIO COOTBETCTBYIOT
aeiicreytouinm Tpe6osaHnam GMP H yCI0BHAM, H3JI0XKEHHBIM B PErHCTPaLHOHHOM YAOCTOBEPEHHH, BbiAAHHOM
COOTBETCTBYIOLLHM PEryATOPHLIM OpraHoM. HUKakiX OTKIOHEHHH WIH NPOMCLIECTBHH, KOTOPbIE MOTYT MOBIHATD
Ha Ka4YeCTBO Mpenaparta, OTMe4eHo He ObLio.

Santen Oy, Tampere/ Canrin AO, Tamnepe
21 Jun 2021/ 21 Hion 2021 .

GC! N LA ~y

Tarja Tuovinen

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

Tapba TyosHeH, dpapmaueBT, CNEUHATHCT 10 KOHTPOJIIO
KayecTBa (0akanaBp ecTeCTBEHHbIX HAYK)

Postal address/ Ilouroswiit aapec Telephone/ Tenedgon Telefax/ Teaedare
SANTEN QY/ CAHT2H AO +358 3 284 8111 +358 3 318 1060
P.0.BOX 33/ TTOYTOBbIN SALLMK 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®UHJIAH XA



Fotil Batch 1828142 (reference to Certificate f Analysis dated 21.06.2021)

®otun Cepua 1828142 (ccbinka Ha ceprudmkat aHanusa or 21.06.2021)

Importing country / CTpaHa BBo3a:

Russia / Poceua

Marketing Authorisation of importing country /
PezucmpayuorHoe ydocmosepeHue cmpaksl 6603a:

N N015324/01 or 11.12.2008

Name and address of APl manufacturing site / HassaHue
npoussodumens cybcmanyuu, adpec npoussodcmea:

3Kcenna M'mbx u Ko. Kr
Nuernberger Strasse 12, 90537 Feucht, Germany

AHuapo ay Bpasun 3crpacoec C.A,
Rua Policarpina, 1000 ZIP Coda 64216-815 Parnalba, Pl, Brazil

Name and address of bulk manufacturing site /
Hassea+ue u adpec npuzsodcmea 2omoaoii nekapcmeeHHol

popmbi;

NextPharma Oy, Finland / AO Hekcrdapma, PUHARHANWA
Niittyhaankatu 20, 33720, Tampere, Finland

Name and address of packaging site /
Ha3eaHue u adpec nnowadku, omeedaioujeil 3a ynakoexy:

Primary Packaging site / Mnowaaka nepeMYHOM YNaKoBKK:

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

Secondary Packaging site / Nnowaaka BTOpMUYHOA YNaKkoBKHK:

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

X Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands /
Manydaruypunr NekupxuH Gapmaka (MN®P) 6.B., HuaepnaHas
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
Haseanue u adpec npouzsodumensa (Boinyckaiouwjuii
KOHMpons Kayecmeaa):

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

Labelling / Mapkuposka:

In compliance with the Normative documentation /
B coOTBETCTBUM C HOPMATHBHOW AOKYMEHTaUWeH
N N015324/01-260219 with changes/c uam. Ne 1-4

Packaging / ¥Ynakoexa:

Primary packaging/nepBuyHan ynakoska;

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

Kannu rnasubie, 20 mr/mn + 5 mr/mn (PprakoH-kanenbHMua) 5 ma x 1
Secondary packaging/sTopuyHan ynakosKa:

Carton pack/Mayka KapToHHan

Stability period / Cpok z0d0Hocmu:

3 years. After bottle opening - 28 days/
3 roga. Nocne BCKpbITUA dnakoHa 28 gHeN.

Storage conditions / Ycnosusa xpaneHua:

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

B 3sawmuweHHOM OT cBeTa mecTe, Npu TemnepaTtype 2-8°C. Nocne
BCKPbITUA $NAKOHA XPaHUTL B 3aLLMLLEHHOM OT CBETA MECTe Npu
Temneparype He Bbiwe 25°C.

Quality of the product is compliant with normative documentation M N015324/01-260219 with changes Ne 1-4 /
KauecTeo npenapara coOTBETCTBYET Tpe60BaHUAM HOPMATMBHOM AoKyMeHTauuu N N015324/01-260219 ¢ uam. Ne 1-4

Date/faTa 21.06.2021

Signature/Noanucs: C Q?l ':\;LL 6V Ve L Seal/NeyaTts B,

Tarja Tuovinen
Qualified Person




