$anten

Product/ INpenapar

Product Code/ Koa npenapara
Batch no./ Homep cepun

Date of manufacturing/

Jlara npoussoncTea

Date of analysis/ Jlata aHanusa
Date of expiry/ Cpok roaHocty

Test/ MokaszaTenn

Appearance / Onucanue

Clarity / ITpo3pauHocTb

Colour / LipeTHoCTb

Identification / HPLC /
Timolol Maleate /
[MonnuHHocTs / BOWX /
THMOJ10/1a ManieaT

Identification / HPLC /
Pilocarpine Hydrochloride/
MNopnunuocts / BXKX /
NHAOKAPNHHA HAPOXJIOPUIL

Identification / HPLC /
Benzalkonium chloride /
IMoanuHHOCTL / BOM(X /
OCH3aIIKOHUA XI0pHI

Postal address/ llourosmii axpec
SANTEN OY/ CAHTHH AO

P.O.BOX 33/ [IOYTOBBIM SIHK 33

CERTIFICATE OF ANALYSIS/
CEPTHOHUKAT AHAJIM3A

FOTIL FORTE, EYE DROPS, 5§ ML/

DOTHJ ®OPTE, KAIJIH TJIA3HbIE, 5 MJ1

31170
1836643
03/2021

04/2021
03/2024

Requirements/ Hopmbi

Clear, colourless solution/ [Tpo3spayuslii
OecuBeTHbIA pacTBOp.

Product must be clear or stand comparison
with reference I/

[Ipenapat aomkeH ObITh MPO3paYHLIM HIH
BbIAEPHHBATL CPABHEHHE C ITAIOHOM |
Product must be colourless and stand
comparison with reference B9 /

[Ipenapar nonxeH ObiTb GECLBETHBIM HAH
BbIZIEPKHBATL CpaBHEHHE ¢ 3TA0HOM 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 /
Bpems yaepuBaHUS OCHOBHOIO NHKA Ha
XPOMaTorpamMMe HCbITYEMOro pacTeopa
HOJKHO COOTBETCTBOBATL BPEMEHH
YAEPKHUBAHHA OCHOBHOIO NHKA Ha
XpoMaTorpamMMe CTAHLAPTHOrO pacTeopa
THMO071a

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 yaepiHBaHUS OCHOBHOTO MUKa Ha
XpoMaTorpaMmMe HCNLITYEMOro pacteopa
NOJIKHO COOTBETCTBOBATL BpEMEHH
YIepPKHBAHHA OCHOBHOIO MHUKA Ha
XpoMaTorpaMme CTaHaapTHOTO pacTBopa
NHAOKApIHHA

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. Benzalkonium chloride
C16 homologue may be absent, /

BPCMEHa YACPKHBAHHA OCHOBHBIX MHKOB Ha

XpOMaTorpaMMe HCrnbiTYeMOro pacTBopa
AOJUKHBI COOTBETCTBOBATb BpeMeHaM
YNepAKHUBAHUA TAKUX XKe MHUKOB Ha
XpOMaTOrpaMme CTaHIapTHOTO pacTBopa
KOMMOHEHTOB Bensankonus xuopuaa C12,
C14 1 C16. l'omonor GeH3akoHUS XJI0pHIA
C16 moxkeT OTCYTCTBOBATb.

Telephone/ Teaedon
+358 3 284 8111

FIN-33100 TAMPERE/ FIN-33100 TAMITEPE

FINLAND/ GHUHIJIAH/IHS
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Results/ Unils/
Eannunumb
PesyabTathi
HIMepeHHs
Complies/
CooTseTcTBYET
Complies/
CooteTcTBYET
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[Tonoxutensuas
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[TonoxkuTensHasn

Positive/
[TonoxurensHas

Telefax/ Teaedare
+358 3 318 1060
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Product/ [Ipenapar FOTIL FORTE, EYE DROPS, 5 ML/
POTHJ ®OPTE, KAILIH I'JIAZHBIE, § MJI

Product Code/ Kox npenapara 31170

Batch no./ Homep cepun 1836643

Date of manufacturing/ 03/2021

Harta npoussoacrea

Date of analysis/ Jlata ananuza  04/2021

Date of expiry/ Cpok ronHocts ~ 03/2024

Results/ Units/
Test/ lokazaTens Requirements/ Hopmai Exunanue
PezyabTaThi
H3MepeHHs
Dispensable volume/ > 100 105 %
ObbeM conepXHMOro yNakoBKH
pH 48-55 5.3
Osmolality / OcMonansHOCTS 380 -480 429 mOsmol/kg
MOCMOE/Kr
Mechanical impurities/ Visible particles must not be present during Complies/
MexanHyeckue BKIIOYEHHA/ visual inspection / CootseTcTRYET
Buaxmbie BKIIOYEHNA NPU BU3yanbHOM
OCMOTpE JI0/DKHBI OTCYTCTBOBATD
Assay / HPLC / Timolol maleate/ 6.16 - 7.52 6.83 mg/ml
KosnnuecTeenHoe onpeneneHue / Mr/mn
B3XX / tumonona manear
Assay / HPLC / responding timolol / 4.5-5.5 5.0 mg/ml
KonnyecTsenHoe onpenenexue / Mr/Mn
B3XX / Tumonon
Assay/ HPLC / 36.0-442 42.1 mg/ml
Pilocarpine hydrochloride / Mr/mMn
KonuuectreHHoe onpenenenue /
BOXX /
MHIOKAPIHHA MHAPOXIOPHA
Assay / HPLC/ 0.09-0.11 0.10 mg/ml
Benzalkonium Chloride / MI/MA
KonuuectsenHoe onpenenenne /
B3XX / 6enzankonus xnopua
Related substances / HPLC / Timolol Total/ Cymma npumeceii < 0.5 <0.05 %
maleate / Each / EaunuuHas npumecs < 0.2 <0.05 %
Poncreennrie npumecu / BOXX /
THMOJIOJIA MaJIeaT
Related substances / HPLC / Total / Cymma npumeceit < 10.0 0.14 %
Pilocarpine hydrochloride / Pilocarpic acid/ [Tunokanponosas kuciora 0.14 %
Poacreennsie npumeck / BOXKX / <6.0
NHI0KAPITHHA MHAPOXJIOPH
Isopilocarpine / Haonunokapnuu < 4.0 0.06 %
Sum of all other impurities/ Cymma 0.09 %
HEHICHTHQHUHPOBAHHBIX IpUMeceit < 1.0
Sterility / Product must be sterile/ Sterile/
CrepuiabHOCTB Tlpenapat nomkeH 6bITh CTEPIILHBIM CrepunbHuiif
BLOQ/HITKO = Below Limit of Quantitation/ Huxe npenena konudecTseHHOTO OnpefieNeHns
ND/HO = Not Detected/ He o6Hapyxeno
RRT/OBY = Relative Retention Time/ OTHOCHTENHOE BpeMs yaepXHBaHHS
Postal address/ louroswii axpec Telephone/ Teaedon Telefax/ Teaegaxc
SANTEN OY/ CAHT3H AO +358 3 284 8111 +358 3318 1060

P.0.BOX 33/ [IOYTOBBIIA S11IMK 33
FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE
FINLAND/ ®HHJISHAHUA




§a"ten CERTIFICATE OF ANALYSIS/ Page 3/3

CEPTHOHUKAT AHAJIU3A Crpanuua 3/3

Product/ INpenapar FOTIL FORTE, EYE DROPS, 5 ML/
©OOTHJ ®OPTE, KATLJIU I'VIA3HBIE, 5 MJI

Product Code/ Koa npenapara 31170

Batch no./ Homep cepun 1836643

Date of manufacturing/ 03/2021

Jlata npox3BoacTBa

Date of analysis/ Jlata ananuza  04/2021

Date of expiry/ Cpok roanoct  03/2024

| 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.

Hactoauinm noateep:kaalo, YT0 yKalaHHas Bbllle CepHA NMPOH3IBEIEHA, H KOHTPOJIb Ka4ecTBa NPOBE/IEH B
COOTBETCTBHH € [JOKYMEHTAUHEH Ha CEpPHIO, TEXHONOTHEH NPOH3BOACTBA U METOAMKAMH KOHTPOJIA KauecTsa.
JloKyMeHTaLHs Ha CEPHI0 W A YPHAbI IPOBEASHHA HCTIBITAHHHA NPOBEPEHDI M NOJHOCTBIO COOTBETCTBYIOT
AeiicTeyiownm TpedoBaHnaM GMP H YCNOBHAM, HINOKEHHbBIM B PErHCTPALHOHHOM YA0CTOBEPEHHH, BBUIAHHOM
COOTBETCTBYIOUIHM PETYIATOPHLIM OpraHoM. HUKaKMX OTKIOHEHHI MW NPOHCILECTBHH, KOTOPbIE MOTYT MOBAHATL
Ha Ka4eCTBO npenapara, OTMEYEHO HE OblJ10,

Santen Oy, Tampere/ Cantin AO, Tamnepe
07 Sep 2021 /07 CeH 2021 r.

P - —
I v Y e v N,
Tarja Tuovinen
Qualified Person, QA Pharmacist (B.Sc.)/
Tapba TyoBuen, (JapMaLeBT, CNELUHATHCT N0 KOHTPOJIKO
KauecTa (DaKanaBp €CTECTBEHHBIX HAYK)

Postal address/ INourosslit aapec Telephone/ Tesieon Telefax/ Tesiegaxe
SANTEN OY/ CAHTDH AO +3583 284 8111 +358 3 318 1060
P.O.BOX 33/ [MOYTOBLIA ALLKK 33

FIN-33100 TAMPERE/ FIN-33100 TAMITEPE

FINLAND/ ©HHJIAH 1K



FOTIL FORTE Batch 1836643 (reference to Certificate of Analysis dated 07.09.2021)

dotun popre Cepua 1836643 (ccbinka Ha ceprudmKaT aHanusa or 07.09.2021)

Importing country / CtpaHa BBo3a:

Russia / Poccun

Marketing Authorisation of importing country /

PezucmpayuoHHoe ydocmosepeHue cmpaHsl 86803a:

M N015333/01 o7 11.12.2008

Name and address of API manufacturing site /
Hazeaxue npouzsodumenn cybcmaHyuu, adpec

npou3sodcmea:

Timolol / Tumonon
<] Excella GmbH & Co. KG / Skcenna I'mbx v Ko. KT,
Nuernberger Strasse 12, 90537 Feucht, Germany

(] PCAS Finland Oy / NKAC ®unnang Ou,
Messukentankatu 8, 20210 Turku, Finland

Pilocarpine / MunokapnuH
@ Sourcetech Quimica Ltda / Copcetek Kumuka Nltaa,
Rua Suica 3.430, Pindamonhangaba, Sao Paulo, Brazil

[ ] Anidro Do Brasil Extracoes SA / Aunapo Ay Bpasua 3ctpacoec
C.A., Rua Policarpina, 1000 ZIP Coda 64216-815 Parnalba, PI, Brazil

Name and address of bulk manufacturing site /
HaseaHue u adpec Npu3eodcmea 2omoeol
nexkapcmeerHol popmol:

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

Name and address of packaging site /
Ha3ssaHue u adpec naowjadku, omeedarowel 3a
YNaKoeKy:

Primary Packaging site / Mnoujaika nepBUYHON YNaKoBKK:
NextPharma Oy, Finland / AO Hekct®apma, PUHAAHAMA
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / NaowaaKa BTOPUYHOR yNaKOBKM:
E] NextPharma Oy, Finland / AO Hekct®apma, PUHAAHAKUA
Niittyhaankatu 20, 33720, Tampere, Finland

@ Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands
/ ManydakuypuHr NeknaxuH Gapmaka (MNP) 6.B., Huaepnanabi
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
Ha3zeaHue u adpec npouzsodumens (Boinyckarowul
KOHMpoaL Kadecmaay):

Santen Oy, Finland / AQ CaHTaH, DuHNAHAUA
Kelloportinkatu 1, 33100, Tampere, Finland

Presentation form /
dopma Bbinycka

Eye drops, 40 mg/ml + 5 mg/ml (dropper bottle) 5 ml x 1 (carton
pack) /

Kannw rnasxbie, 40 mr/mn + 5 mr/mn (GrakoH-kanenbHUUa) 5
mn x 1 (nayka KapTOHHaRA)

Stability period / Cpok eodHocmu:

3 years. After bottle opening - 28 days/
3 roga. Nocne BCKPLITUA GAAKOHa 28 AHEHN.

Storage conditions / Ycia06usa xpaHeHuA:

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

B 3allMLeHHOM OT cBeTa MecTe, Npu TemnepaTtype 2-8°C. Mocne
BCKPBITUA GNAKOHA XPAHWTL B 3aLLMLLEHHOM OT CBETAa MecTe npu
Temnepatype He Boiwe 25°C,

Label code / Kog aTMKeTKu P110600011806

Carton code / Kop nauku KapToHHOW P101100011805

Leaflet code / Kog UMTI P090800012526
Page/CrpaHnua
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FOTIL FORTE Batch 1836643 (reference to Certificate of Analysis dated 07.09.2021)

®orun popre Cepnn 1836643 (ccbinka Ha cepTudMKaT aHanusa or 07.09.2021)

Test/ Nokasarenb | Requirements/ Hopmbl Results/ Pesynbratsi

Packaging / 5 mlin low density polyethylene bottle is closed 5 mlin low density polyethylene bottle is closed

Ynakoeka: with low density polyethylene plastic stopper- with low density polyethylene plastic stopper-
dropper and with screw cap. The bottle with dropper and with screw cap. The bottle with
instruction for usage is packed into carton box. / instruction for usage is in carton box. /
Mo 5 mn B NOAK3ITUNEHOBLIN dnakoH-kanenbHuuy | Mo 5 MA B NOANITUNEHOBI b NaKkoH-kanenbHULY
M3 NONMITUNIEHE HU3KOWM NNOTHOCTH, 13 NONMITUNRHA HU3KOM NNOTHOCTK,
YKYNOpeHHbIA NNacTUKOBOW NpobKoi 13 YKYNOPEHHBIA NNAaCTUKOBOM NPOBKOM U3
NOAU3TUNEHA HU3KOW NAOTHOCTHM C NOAUITUNEHA HU3KOM NAIOTHOCTH C
HaBMHYMBAIOLLENCA KPLILWKOW. ®NakoH- HaBWHYMBAKOLLEACA KPbIWKOW. PnaKoH-
KanesbHWLA BMECTe C MHCTPYKUUWel no KanenbHUUA BMeCTe C MHCTPYKLUUeR no
NPUMEHEHUIO NOMELLABTCH B KAPTOHHYIO NaYKYy. MPUMEHEHUIO NOMELLEHO B KAPTOHHYIO MayKy.

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

Mapkupoeka: of the bottle in the Russian language: trade name of the bottle in the Russian language: trade name

of preparation with trade mark®, dosage form,
volume in milliliters, strength, group name, batch
number, expiry date, “Sterile”, Santen-logo, name
and country of MAH, code(s).

The following information is indicated on the
carton in the Russian language: trade name of
preparation with trade mark®, dosage form, group
name, volume in milliliters, quantity of bottle in
secondary pack, strength, “Sterile.”, Prescription.”,
“Topical use into the eye”, “Read the enclosed
leaflet before use”, “Keep out of reach of
children”, “Use within 28 days after opening the
bottle”, storage conditions, name and amount of
active components and benzalkonium chloride, list
of excipients in 1 ml of product, batch number,
expiry date, manufacturing date, Santen-logo,
name and country of MAH (release site), RC
number, EAN-code, code (s).

Additionally, identification means (IS) may be
present to monitor the movement of drugs. All
technological components of the package may
contain factory process codes and production
technical details. The location and color of the IS,
technology codes and production parts may vary
depending on the technological features of
production. Color shades of packaging designs
may differ from those on commercial packaging,
as they depend on the technical characteristics of
printers. /

Ha 3TukeTKe $NakoHa Ha PYCCKOM A3bike
YKa3blBAKT: TOProBOE HaWMEHOBAHWE Npenapara ¢
npeaynpeavTensHOW MapKupoBKoi ®,
NeKapcTeeHHan Gopma, KONWYECTBO Npenapara B
MA, AO3MPOBKA, FPYNNMPOBOYHOE HAUMEHOBAHME,
HOMEP CepUM, [,aTa OKOHYAHUA CPOKA rOAHOCTH,
npesynpeavTentHan Hagnuce: «CTepunbHOY,
NOrOTUN KOMN3aHWK NaTUHCKHUMHK GYKBBMH
«Santen», HaMMeHOBaHUE U CTPaHY BAAAENbLA
PErucTpauMoHHOro yA0CTOBEPEHUA, LMdPOBLIe

of preparation with trade mark®, dosage form,
volume in milliliters, strength, group name, batch
number, expiry date, “Sterile”, Santen-logo, name
and country of MAH, code(s).

The following information is present on the carton
in the Russian language: trade name of
preparation with trade mark®, dosage form, group
name, volume in milliliters, quantity of bottle in
secondary pack, strength, “Sterile.”, Prescription.”,
“Topical use into the eye”, “Read the enclosed
leaflet before use”, “Keep out of reach of
children”, “Use within 28 days after opening the
bottle”, storage conditions, name and amount of
active components and benzalkonium chloride, list
of excipients in 1 ml of product, batch number,
expiry date, manufacturing date, Santen-logo,
name and country of MAH (release site), RC
number, EAN-code, code (s).

Additionally, there are identification means (IS) for
monitoring the movement of drugs. On all
components of the package are factory production
technology codes and technical details. /

Ha atnketke dnakoHa Ha pyccKoM A3biKe
YKa3bIBaKOT: TOProBoe HauMeHoBaHWe Npenapara ¢
npeaynpeauTensHOM MapKUpPOBKOW &,
NekapcTeeHHan Gopma, KONMYeCcTBo npenapara B
M/, AO3MPOBKa, rPYNNUPOBOYHOE HAMMEHOBaHME,
HOMED CeprK, NaTa OKOHYaHMUA CPOKa roaHocCTH,
npeaynpeguTenbHan HaanNKUch: «CTepunbHo»,
NOroTnn KOMNaHUKM NAaTUHCKUMKM GVKBBMH
«Santen», HaMMeHoBaHKe W CTPaHy BnafensLa
PervcTpayMoHHOro YA0CTOBEPEHMA, LMPPOBLIe

Page/CrpaHunua
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FOTIL FORTE Batch 1836643 (reference to Certificate of Analysis dated 07.09.2021)

®otun popre Cepun 1836643 (ccuinka Ha cepTdmKaT aHanmsa ot 07.09.2021)

u/unu rpaduueckme BHyTpusasoackoi(-ue)
TexHu4eckuit(-e) kog(-bl) npenaparta/ynakosku.
Ha KapTOHHOW Nayke Ha PYCCKOM A3bike
YKa3blBaOT: TOProBOE HAUMEHOBaHWe Npenapara c
npeaynpeauwTensHoi MapkUpoBKou &,
nekapcreeHHas ¢opma, rpynnuposoYHoe
HaMmMmeHOBaHWe, KONWYeCTBO NpenapaTa B mA,
KO/IM4ECTBO ¢/1aKOHOB BO BTOPUYHOMN YNaKoBKe,
[031POBKa, NpeaynpeavTeNbHbIE HAANUCK:
«CrepunbHo.», «Mo peuenty.», « MECTHO B rAas.»,
«Mepen NpUMeEHEHHMEM 03HAKOMbTECH C
NPUNAraeMon MHCTPYKLMEN.», «XpaHUTb B
HeAOCTYNHOM ANA geTel mecTe.», «Mcnonb3osath
8 TedeHue 28 aHel nocne BCKPbITUA GnakoHa.»,
YCNOBKWA XPAHEHUA, HAUMEHOBaHKWE W
cofAepsKaHue NelCTBYIOLLMX BeLLECTB 1
BeH3anKkoHWMA XN0PUAA, NepeYeHL
BCNOMOraTebHbIX BelwecTs B 1 mA npenapara,
HOMeEp Cepuu, AaTa OKOHYAHMA CPOKa FOAHOCTH,
0ara U3roToBAEHMUA, NOrOTUN KOMMNaHWK
NaTMHCKUMKM ByKBamM «Santeny», HAUMEHOBaHKWe U
CTpaHa BNajensla perncTpayuoHHOro
yAocToBepeHua/npon3soauTens (BbiNycKaowui
KOHTPONb KaYecTBa), HOMep PerucTPauUoHHOro
YAOCTOBEPEHUA, WTPUX-KOA, UndpoBbie u/unu
rpagu4YecKmne BHYTPU3aBOACKOW( Me) TEXHUYeCKMiA(
e) koa(-bl) npenapara/ynakoBKM.
LOononHUTENBHO MOTYT NPUCYTCTBOBATL CPEACTBA
naeHTMdurkaumu (CU) ana MOHUTOPHHIa
ABMIKEHWA NeKapcTBEHHbIX NpenapaTos. Ha scex
KOMMOHEHTaX YNaKoBKW MOryT NPUCYTCTBOBATb
3aBO/CKME TEXHONOTUHECKHUE KOAbI MU
NPOW3BOACTBEHHbIE TEXHUUYECKKe fgeTann. Mecto
pacrnonoxeHna v uset CHU, TeXHONOrMYecKnx
KOAOB M NPOU3BOACTBEHHbIX AETANEH MOMKET
MEHATBCA B 3aBUCMMOCTH OT TEXHONOTMYECKUX
ocobeHHOCTeN Npon3BoACTBA. LiBeToBbIe OTTEHKH
MaKeToB YNaKoBOK MOIYT OTIMYATLCA OT TaKOBbIX
Ha KOMMEepYeCKOW YNaKOBKe, TaK KaK 3aBUCAT OT
TEXHUYECKUX XapaKTEPUCTUK NPUHTEPOB.

“/unun rpadryeckue BHyTPM3aBoACKON(-1e)
TexHu4ecKuit(-e) koa(-bl) npenapata/ynakosku.
Ha KapTOHHOW Nayke Ha PYCCKOM A3bike
YKa3blBaKOT: TOProBoe HaMMeHoBaHWe npenaparTa c
npeaynpeauTeNbHOM MapKUPOBKOW ¢,
nexapcreeHHan Gopma, rpynnupoBoYHOE
HanmMeHOBaHWE, KONUYEeCTBO npenapara 8 mAn,
KONM4ecTBO GNaKOHOB BO BTOPUYHOM YNaKoBKe,
AD3MPOBKA, NpeaynpeauTeNbHbIe HAANUCK:
«CrepunbHO.», «Mo peuenTty.», « MecTHO B r1as.»,
«Mepen NnpMeHeHHMEM O3HAKOMbTECH C
NpUNaraemMom MHCTPYKUMER.», «XPaHWUTL B
HeOoCTYNHOM ANA AeTei mecTe.», « Mcnonb3osaTh
B TeYeHue 28 AHEeW Nocne BCKPbITUA GNakoHa.»,
YCNOBUA XPaHEHWUA, HAUMEHOBaHKE U
CoAepHaHUe AeMCTBYIOLMX BELLECTB K
BeH3anKoHWA xNoprAaa, NnepeyeHs
BCNOMOraTenbHbIX Bewects 8 1 ma npenapara,
HOMEP CepuK, AaTa OKOHYAHWUA CPOKa FoAHOCTH,
AaTa U3roTOBAEHWUA, NOTOTUN KOMMNaHUK
NaTUHCKUMHK ByKkBamu «Santeny, HAaUMEHOBaHKE U
CTpaHa BNajeNbLa perucTpauMoHHOro
YAOCTOBEPEHWA/NPOU3BOAUTENA (BLINYCKAIOLMA
KOHTPO/Ib KA4YeCTBa), HOMEpP PEernucTPaLUOHHOro
YAOCTOBEPEHMA, WTPUX-KOA, UMPOBbLIE U/WnK
rpaguyeckne BHYTPU3aBOACKON( Me) TEXHUUECKMIA(
e) koA(-bl) Nnpenapara/ynakosku.
JonoNHUTENbHO NPUCYTCTBYIOT CPEACTBA
uaeHTudrKaymm (CH1) ANa MOHUTOPUHTA
ABVMXEHWA NeKapcTBEHHbIX NpenapaTos. Ha Bcex
KOMMNOHEHTaX YNakoBKKU NPUCYTCTBYIOT 3aBOACKHE
TEXHONOMMYECKUe KOAbl U NPOU3BOACTBEHHbIE
TEXHUYECKME OeTanu.

Quality of the product is compliant with normative documentation N N015333/01-250718 with changes N2 1-4 /

KauwecTBo npenaparta cooTeeTcTayeT Tpeb0BaHUAM HOPMATUBHOMW fOKymeHTaumm M N015333/01-250718 ¢ uam. Ne 1-4

Date/farta

Signature/Moanuce:

07.09.2021

o~
/

‘¢ Y Leey e ~, Seal/Mevats

| Tarja Tuovinen
Qualified Person

Page/CtpaHuua
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