CERTIFICATE OF ANALYSIS/
CEPTHOUKAT AHAJIH3A

$anten

Product/ [Tpemapat
IJ1A3ZHBIE, 5 MJI
Product Code/ Koa npenapata 31170
Batch no./ Homep cepHH 1830341
Date of manufacturing/ 11/2020
JlaTa NnpoH3BOACTBA
Date of analysis/ Jlara aHanu3a 12/2020
Date of expiry/ Cpok roaroetd 1 1/2023

Test/ MokasaTenb Requirements/ Hopmbl

Appearance/ Onucanie Complies/ CooTBeTcTBYET
Clear, colourless solution/ I1po3pauHeiii
fecuBeTHbI pacTBOP.

Clarity/ I1po3pa4HocTh

Clear solution, < reference suspension I/
Tpo3pauHblii pacTBOP, < ITAIOH CPABHEHHA
I

Colour/ LipeTHOCTD

Colourless solution, < reference solution B9/
BecuseTHsbiii pacTsop, < stanoH B9
Identification/HPLC/Timolol Maleate
MoanuuHocTh/ B X/THMONONA ManeaT
Identification/HPLC/Pilocarpine
Hydrochloride/
MomnuuHocTL/ B X/nunokapnuya
rHApOXJIOpHA
Identification/HPLC/Benzalkonium
chloride/

MoanuuHocTy/ BAXX/6eH3anKOHHA XJIOpHA

Complies/ CooTBETCTBYET

Complies/ CooTBeTCTBYET

Positive/ [TonoxutenbHas

Positive/ [lonoxkuTenbHaA

Positive/ [TonoxuTeabHAA

Dispensable volume/ M3snekaemblii o6vem = 100
pH 48-55
Osmolality/ OcMONAIHOCTD 380 - 480

Mechanical impurities/ MexaHuueckue Complies/ CooTBeTCTBYET
BKJIOUEHHA/

Not detectable/ He obHapyxeHo
Assay/HPLC/ Timolol maleate/
KonuyecTBeHHOE
onpenenenne/BIKX/Tumonona Manear
Assay/HPLC/ responding timolol/
KonnuecTBeHHOE
onpenenenne/BIXKX/Tumonon
Assay/HPLC/Pilocarpine hydrochloride/
KonudecTBeHHOE OMpeleNneHHe
/BAXKX/nuiokapnyvHa rHpoxaopHi
Assay/HPLC/Benzalkonium Chloride/
KonuuecTBeHHOE
onpeaenenne/BIX/6eH3aKOHHA XA0PHA

6.16 - 7.52

45-55

36.0-44.2

0.09-0.11

Related substances/HPLC/ Timolol maleate/ Total/ Cymma npumeceii < 0.5
PoacteeHHble npuMeck/BOXKX/Tumonona Each / Exunnynas npumech < 0.2
maneat

Related substances/HPLC/ Pilocarpine
hydrochloride/

Total / Cymma npumeceii < 10.0
Pilocarpic acid/ [unokanpoHoBas
kucaoTa < 6.0

Postal address/ Ilourosbiii aapec

SANTEN OY/ CAHTDH AO

P.O.BOX 33/ [MOYTOBLIA ALLHK 33
FIN-33100 TAMPERE/ FIN-33100 TAMITEPE
FINLAND/ ®HHJISIHJIMA

Telephone/ Teaedon
+358 3284 8111
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FOTIL FORTE EYE DROPS 5 ML/ ®OTHJI ®OPTE, KATUIH

Results/ i
JAWHHUBI

Pe3y/ibTaTbl
H3IMEpEeHHs

Complies/

CoOTBETCTBYET

Complies/

CootsercTByeT

Complies/

CooTBeTCTBYET

Positive/

[MonoxuTenbHas

Positive/

[MTonoxkuTeNbHas

Positive/

[MonoxuTeNbHaA

107 %

54

416 mOsm/kg
MOCM/Kr

Complies/

CooTBETCTBYET

6.77 mg/ml
MI/MA

5.0 mg/ml
Mr/ma

423 mg/ml
Mr/MI

0.11 mg/ml
MI/MA

<0.05 %

<0.05 %

0.22 %

0.15 %




§anten CERTIFICATE OF ANALYSIS/ Page 2/2

CEPTH®HUKAT AHAJIM3A Crpanuua 2/2
Product/ INpenapat FOTIL FORTE EYE DROPS 5§ ML/ ®OTHJI ®OPTE, KATLIH
FJIA3HBIE, 5 MJI
Product Code/ Koa npenaparta 31170
Batch no./ Homep cepuu 1830341
Date of manufacturing/ 11/2020

JlaTa npon3BoACTBa
Date of analysis/ [lata ananuza  12/2020
Date of expiry/ Cpok roawoctn  11/2023

Results/ Huiny
Test/ [MokasaTeab Requirements/ Hopmsi P Eanunusi
€3y/IbTaThl
H3MEpeHHA
PoacTeeHHbIE
npumeci/BIXKX/nunokapnuHa
FHAPOXJIOPHA
Isopilocarpine / U3onunokapnun  0.07 %
<4.0
Sum of all other impurities/ Cymma < 0.05 %
HeHAeHTHPHUHPOBAHHBIX
npumeceit < 1.0
Sterility/Ph.Eur./ Sterile/ CtepunbHbiit pacTBOp Sterile/
CrepunbHocTb / EBp. @apm. CrepunbHbIH
pacTsop

BLOQ = Below Limit of Quantitation/ HITKO = Hipke npeaena KOAHYECTBEHHOTO ONPEACIEHNA
ND = Not Detected/ HO = ne obHapyxeHo
RRT = Relative Retention Time/ OBY = OTHOCHTE/IbHOE BPEMA YNEPAKHBAHHA

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.

HacTosLWMM NOATBEPHKAAIO, YTO yKa3aHHAs BbIlUE CEPHA MPOHIBEACHA, H KOHTPO/Ib Ka4eCTBA NPOBEACH B
COOTBETCTBHH € IOKYMEHTAUHeH Ha cepHIO, TEXHOOrHeH MPOU3BO/CTBA H METOAHKAMH KOHTPO/IA KateCTBa.
JIOKYMEHTALIHS HA CEPHIO H KYPHANBI TPOBEAEHHS HCTBITAHHA NPOBEPEHbI H MONHOCTLIO COOTBETCTBYIOT
neficayiomum TpeGoraHuAM GMP 1 YCIOBHAM, H3NOKEHHBIM B PETHCTPAUHOHHOM yOCTOBEPEHHH, BLIAAHHOM
COOTBETCTBYIOUIHM PETYATOPHBIM OPraHoM. HHKaKIX OTK/IOHEHHH WIH NPOUCLUECTBH, KOTOPbIE MOTYT NOBIAMATS
Ha KauecTBO npenapaTa, OTMEYeHo He Oblno.

Santen Oy, Tampere/ Cauton AO, Tamnepe
29 Apr 2021/29 Anp 2021 .

# O

Hay v o e
Tarja Ttovinen
Qualified Person, QA Pharmacist (B.Sc.)/
Tapbs TyosueH, GapMauesT, CNCUHATHCT N0 KOHTPOIO
kayecTsa (6akanaBp eCTECTBEHHbIX HAYK)

Postal address/ Iourosmit aapec Telephone/ Teaedon
SANTEN OY/ CAHT3H AO +358 3284 8111
P.O.BOX 33/ [OUTOBBIH ALLMK 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®HHJISHAHA



FOTIL FORTE Batch 1830341 (reference to Certificate of Analysis dated 29.04.2021)

®otun dpopre Cepnn 1830341 (ccoinka Ha cepTHdmK

at aHanu3a ot 29.04.2021)

Importing country/CrpaHa 8so3a:
Russia/Poccun

Marketing Authorization Number of importing
country/PerucTpaliMoHHOe YAOCTOBEPEHHE CTPaHbI
BBo3a:

M N015333/01 ot 11.12.2008

Name and address of API Manufacturing Site/Haseanue
npoussodumena cyScmaryuu, adpec npou3zsodcmsa:

3xcenna Im6x Nuernberger Strasse 12, 90537 Feucht,
Germany

~

AHnapo Ay bpasun 3cTpacoec C.A. Rua Policarpina,
1000 ZIP Coda 64216-815 Parnalba, P, Brazil

Name and address of bulk manufacturing site/
Ha3ssaHue npouseodumena 6anka u odpec npouzgodcmea:

NextPharma Oy, Finland, AO HekcTt dapma,
®unnanaua, Niittyhaankatu 20, 33720, Tampere,
Finland

Name and Address of Packaging Site/
HassgHue u adpec nrowadKuy, omeevarowel 3a ynaKkoeKy:

Primary Packaging site/ Maowaaka nepBUYHOM
YNaKoBKM:

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

secondary Packaging site/ Naouwaaka BTOPHUYHOM
yNaKoBKH:

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

[X] Manufacturing Packaging Farmaca (MPF) B.V., the
Netherlands ManydakuypuHr NexknmxuH dapmaka
(MN®) 6.B., Huaepnanab!

Name and Address of Manufacturing (Releasing) Site/

Ha3searue u adpec npou3godumens (Buinyckarowud KoHmMpPone kavecmea):

Santen Oy, Finland, AO CaHT3H, OUHNAHAMA,
Kelloportinkatu 1, 33100, Tampere, Finland
KennonopTurkaty 1, 33100, Tamnepe, OUHNAHANA

Labelling/Mapkuposka

In compliance with the Normative documentation/ B
COOTBETCTBUM C HOPMATUBHOI AOKYMEHTaLMENH
M N015333/01 -250718 with changes/c uam. Ne 1-4

Packaging/Ynaxoska

Primary packaging/nepBu4Han ynakoeka:

Eye drops (dropping bottle), 40 mg/ml +5 mg/ml, 5
ml/Kanau rnasHbie (cbnakou-uanenbuuua) 40 mr/mn +5
mr/mn, 5 mn

Secondary packaging/sTOp14HaA ynakoska:

Carton pack/Ma4Ka KapTOHHaA

Stability period/Cpox 20dHocmu

3 years. After bottle opening - 28 days/ 3 ropa. Mocne
BCKPLITUA GnakoHa 28 AHeR.

Storage conditions/Ycaoeus xpareHua

In light protected place, at the temperature 2-8°C. After
bottle opening not higher 25°C, in light protected
area/B 3aWMLEHHOM OT CBETa MECTe, NPH Temneparype
2-8°C. Nocne BCKPLITUA GNaKOHA XpaHUTL B
3alMLEHHOM OT CBETa MecTe Npu Temnepatype He
sbiwe 25°C.

Quality of the product is compliant with normative documentation M N015333/01-250718 with changes Ne 1-4 /
KauyecTeO npenapara cooTeeTcTByer TpeboBaHUAM HOPMATMBHOW AOKYMEHTaUMKU M NO15333/01 -250718 c n3m. Ne 1-4




FOTIL FORTE Batch 1830341 (reference to Certificate of Analysis dated 29.04.2021)

dorun dpopre Cepun 1830341 (ccbinka Ha cepTMdUKAT aHaNU3a Ot 29.04.2021)

Date/[aTa 29.04.2021

7 -
Q ik Loy ~  Seal/MNevats

Tarja Tuovinen
Qualified Person

Signature/Moanuce:




$anten

Batch Certificate

Product name FOTIL FORTE EYE DROPS 5 ML
Batch number 1830341

Expiry date 11,2023

Destination RUSSIA

country/countries

Manufacturer Santen Oy

I hereby certify that all the manufacturing stages of this batch of finished product have been
carried out in full compliance with the GMP requirements of the EU and with the
requirements of the Marketing Authorisation(s) of the destination country/countries.

Batch release document was electronically signed by a Qualified Person

Tarja Tuovinen

29.04.2021

Qualified Person, QA Pharmacist (B.Sc.)

Postal address
SANTEN OY
Kelloportinkatu 1

PO BOX 33
FIN-33100 TAMPERE
FINLAND

Telephone Telefax
+358 3 284 8111 +358 3318 1900



