$anten

Product/ ITpenapar

Product Code/ Kon npenapara
Batch No./ Homep cepumu

Date of manufacturing/

Jara npousBoacTsa

Date of analysis/ /laTa aHanu3a

Date of expiry/ Cpok rouHoctu

Test/ [Toka3zaTeanb

Sterility / CTepuibHOCTD

Appearance / On1caHue

Clarity / ITpo3pa4HoCcTb

Colour / LipeTHOCTB

Identification / UV / Sodium
cromoglicate /

TTomnuHHocTh / Y-
cnekTpodoTomMeTpus / HaTpus
KpPOMOIJIHKaT

Identification / HPLC / Sodium
cromoglicate /

MoamunHocTs / B3XKX / Hatpus
KPOMOTJTMKAT

Identification / HPLC /
Benzalkonium chloride /
IMognuHuocTh / BOXKX /
OeH3aIKOHUA XJI0pUIL

Postal address/ ITouToBbiii anpec
Santen OQy/ Canmn AO
PO BOX 33/ HNourtoBbifi Amuk 33

CERTIFICATE OF ANALYSIS/
CEPTU®UKAT AHAJIM3A
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LECROLYN, 20 mg/ml, eye drops, 10 ml/
JIEKPOJIMH, 20 Mr/mJ1, kanju rjasHsie, 10 M
30813

2075831

11/2022

11/2022
11/2025

Units/
EanHnubl
H3MepeHus

Results/
PesyabTaTnbl

Requirements/ Hopmbi

Sterile/
CrepusibHbIit
Complies/
CooTtBeTcTBYET

Product must be sterile /

[Ipenapat nomkeH ObITh CTEPHIIbHBIM
Clear, colourless or slightly yellowish
solution/ [1po3paunsiii 6ecLBETHBINH KM
clierka )eJNToBaTbli pacTBOp

Product must be clear or stand comparison
with reference 1/

INpenapar nomkeH ObITh NPO3paYHbIM UIH
BBIAEPXKUBATb CPAaBHEHHE C ITAJIOHOM |
Product must be colourless or slightly yellow
and stand comparison with reference Y7 /
[Tpenapat q0/keH ObITh OECLIBETHBIM HITH
CJIETKa JKEJITOBAThIM H BblAEPIKUBATD
CpaBHEHUE C ITAJIOHOM Y7

UV-spectrum of absorption of the sample
solution in the range of 220 nm to 350 nm
must correspond to UV-spectrum of the
standard solution of sodium cromoglicate /
Y®-cnekTp NorioleHus UCObITYEMOTro
pactBopa B o6s1acti 220 HM - 350 HM AOJIKEH
€00TBeTCTBOBATH Y D-CNEKTPY CTAHAAPTHOrO
pacTBOpa HATPUS KPOMOTJIKATa

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

BpeMs yaep:kuBaHHA OCHOBHOTO 1HKa Ha
XpOMaTorpaMMe MCHbITYEMOro pacTBOpa
IOJDKHO COOTBETCTBOBATh BPEMEHH
yIepKUBAaHHA OCHOBHOFO NHKA Ha
XpoMaTorpamMmMe CTaHAapTHOrO pacTBOpa
HaTpHs KpOMOTIUKATa

Retention times on the chromatogram of test  Positive/
solution must correspond to retention times of ITonoxurensnas
benzalkonium chloride C12, C14 and C16

homologue peaks on the chromatogram of

benzalkonium chloride standard solution /

BpemeHa ynepKuBaHUs NHKOB Ha

XpOMaTorpaMMe UCMbITYEMOro pacTBopa

JIOJDKHBI COOTBETCTBOBATbH BpEMEHaM

YAEPKUBAHUA TNKOB FOMOJIOTOB OEH3aJIKOHHSA

xsopuga C12, C14 u C16 Ha xpoMatorpamme

CTaHJapTHOTO pacTBopa OEH3anKOHUS

xJjiopuia

Complies/
CooTBeTcTBYET

Complies/
CooTBeTcTBYET

Positive/

[TonoxurenbHas

Positive/
[NonoxurenpHas

Telephone/ Tenedon
+358 3 284 8111

FIN-33100 TAMPERE/ FIN-33100 TAMITEPE

FINLAND/ ®UHJIAHINUA



$anten

Product/ [1penapar

Product Code/ Kon npenapara
Batch No./ Homep cepuu

Date of manufacturing/

Jara npoussoacTsea

Date of analysis/ /lata aHanu3a
Date of expiry/ Cpok rogHocTH

Test/ [Toxa3arean

Assay / HPLC /

Sodium cromoglicate /
KoaunuectseHHOE onpeneseHue /
B2XX / narpus kpomoriukar
Assay / HPLC/

Benzalkonium chloride /
KonnuectBeHHOE onpeaenexue /
B2XX / 6eH3ankoHus xjiopug
pH

Dispensable volume /

O0beM comepKUMOro YakoBKH
Mechanical impurities/
MexaHndeckue BIUTHOYESHUSA

Osmolality/ OcMonsnbHOCTh
Viscosity/ BaskocTb

Related substances / HPLC /
Sodium cromoglicate / Total /
PoacreeHHble npuMecu / BOXX /
HaTPUs KPOMOIJINKAT / CyMMa
npumeceii

Related substances / HPLC /
Sodium cromoglicate / single
impurity /

PoacrBeHHble npumecu / BOXX /
HaTpH1s KPOMOTAUKAT / e ANHAYHas
fIpUMech

BLOQ/HITKO
ND/HO
RRT/OBY

CERTIFICATE OF ANALYSIS/
CEPTHOUKAT AHAJIM3A

LECROLYN, 20 mg/ml, eye drops, 10 ml/

JIEKPOJIUH, 20 mr/ma, Kanau riaasHsie, 10 ma

30813
2075831

11/2022

11/2022
11/2025

Requirements/ Hopmei

18,0-22,0

0,04 - 0,06

4,0-6,0

2100

Visible particles must not be present during
visual inspection /

Buaumbie BKIIOUEHHS MPU BU3YATLHOM
OCMOTpE NOJDKHBI OTCYTCTBOBATh

260 - 340
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Results/ Units/
PesynsTaTsl Eaunnnbl
H3MepeHus
20,1 mg/ml
MT/MJT
0,049 mg/ml
MT/MJI
5,2
106 %

Not detectable/
He obHapyxeHo

297

rrt 0,33 0,06

= Below Limit of Quantitation/ Himke npeaena koMH4eCTBEHHOrO ONpeaeNeHUs
= Not Detected/ He o6HapyxeHo
= Relative Retention Time/ OTHOCHTENIbHOE BpEMA yAEPKUBAHMS

mOsm/kg
MOcM/kr
mPa.s
Mmllac
%

%

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 contro! 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.

Postal address/ [ToutoBslit anpec
Santen Oy/ Cant3H AO
PO BOX 33/ [ouToBbiii sk 33

Telephone/ Tenedon
+358 3284 8111

FIN-33100 TAMPERE/ FIN-33100 TAMITEPE

FINLAND/ ®UHJISAHIWA
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Product/ [1penapar LECROLYN, 20 mg/ml, eye drops, 10 ml/
JIEKPOJIMH, 20 mr/ma, kanJiu rjaasHbie, 10 mu
Product Code/ Koa npenapata 30813

Batch No./ Homep cepuu 2075831
Date of manufacturing/ 11/2022
Jlata npou3BOICTBa

Date of analysis/ [lata aHanuza  11/2022

Date of expiry/ Cpok roanoctu  11/2025

HacTosiluuM noatBep ka0, 4To yKa3aHHas BbllLE CEpHUs NPOU3BEAEHA, U KOHTPOJIb Ka4eCTBa MPOBEIEH B
COOTBETCTBMM C JOKYMEHTALIMEH Ha CEpUI0, TEXHOIOTHEl MPOU3BOACTBA U METOAMKAMH KOHTPOJIS Ka4eCTBa.
JloKyMeHTaLMs Ha CepUI0 U )KYPHaJbl MPOBEAECHUS UCTILITAHUI MPOBEPEHBI U MOJTHOCTBIO COOTBETCTBYIOT
aencTByowmrM TpedoBaHusiM GMP 1 ycii0BUsAM, W3JI0KEHHbIM B PErHCTPALIMOHHOM YI0CTOBEPEHUH, BbIAAHHOM
COOTBETCTBYIOLIUM PEryJIsSTOPHbIM OpraHoM. HUKaKuX OTKJIOHEHHH UK MPOUCLIECTBUI, KOTOPbIE MOTYT MOBJIHUSATH
Ha KauyecTBO Npenaparta, OTMEYEHO He ObLIO.

Santen Oy, Tampere/ Cantan AO, Tamnepe
23 March 23/ 23 Mapt 2023 .
NG~ Yl (e ~
Tarja Tuovinen
Qualified Person, QA Pharmacist (B.Sc.)/
Tapbs TyoBUHEH, GpapMaLeBT, CELUATHUCT 10 KOHTPOJIKO
KauyecTBa (OakajaBp €CTECTBEHHbIX HaYyK)

Postal address/ IToutoBslii anpec Telephone/ Tenepon
Santen Oy/ CaumH AO +358 3284 8111

PO BOX 33/ INourtoBblii situk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®UHJISIH 1M



Lecrolyn Batch 2075831 (reference to Certificate of Analysis dated 23.03.2023)

NekponuH Cepus 2075831 (ccbinka Ha cepTuduKaT aHanmsa ot 23.03.2023)

Importing country / CtpaHa BBo3a:

Russia / Poccua

Marketing Authorisation of importing country /
PeaucmpayuoHHoe ydocmosepeHue CmpaHbl 86030

M N015317/01 ot 29.09.2008

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepus u npouszsodumens papmayesmuydeckoll
cybcmaHyuu:

Cromoglicic acid / Kpomorauuuesas kucnora

Batch / Cepums: 2083941

Manufacturing site / MpoussoauTens:

[ ]Jcambrex Profarmaco Milano S.r.I. / Kam6pekc Npodpapmako
Munano C.p.J1.,Via Curiel 34, 20067 Paullo (M), Italy
XIFermion Oy / ®epmuon O

Orioninkatu 2, FI-10900 Hanko, Finland

Name and address of bulk manufacturing site /
HassaHue u adpec npu3soocmea 20moeoli nekapcmeeHHoUl

topmoi:

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

Name and address of packaging site /
HassaHue u adpec naowadku, omeeyaroujeli 3a yrnaKkosKy:

Primary Packaging site / MnaowaaKa nepBUYHON YyNaKOBKM:
NextPharma Oy, Finland / AO Hekct®apma, PunHnaHamna
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / MnowazKka BTOPUYHOIN YNaKOBKMU:

Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands /
MaHydparuypuHr MekunaxunH Gapmaka (MMNP) b.B., Huaepnanabl
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
HaszeaHue u adpec npoussodumensa (Boinyckarowul
KOHMPpOsb Ka4yecmaa):

Santen Oy, Finland / AO CaHT3H, ®uHAAHAKA
Kelloportinkatu 1, 33100, Tampere, Finland

Presentation form /

dopma Bbinycka

Eye drops, 20 mg/ml (bottle) 10 ml x 1 (carton pack) /
Kanau rnastbie, 20 mr/mn (GnakoH) 10 ma x 1 (nayka KapToHHaA)

Stability period / Cpok 2co0Hocmu:

3 years. After bottle opening - 28 days /
3 roaa. Mcnonb3oBaTth B TeYeHWe 28 AHel nocae BCKPbITUA
dnakoHa.

Storage conditions / Ycsi08us xpaHeHus:

Keep at the temperature not higher than 25°C /
Mpu TemnepaTtype He Bbiwe 25°C

Leaflet code / Kog UM

Label code / Kog 3TvKeTKM P110600011799
Carton code / Kog nayku KapTOHHOW P101100011795
P090800012551

Test/ MNokasatenb | Requirements/ Hopmbi Results/ Pesynbratbl

Packaging / 10 mL in a white polyethylene bottle, closed with a | 10 mL in a white polyethylene bottle, closed with a

YnakoseKa: plastic dropper tip with a screw cap. One bottle plastic dropper tip with a screw cap. One bottle
with the package leaflet is packed into a carton/ with the package leaflet is in a carton/
Mo 10 mn B 6enblt NONNITUNEHOBbIA GNAKOH, Mo 10 mn B 6ebli NONN3TUNEHOBBIN GNAKOH,
YKYMNOPEHHbIN NAacTUKOBOM NPOBKOM-KaneabHULEN | YKYNOPEHHbIN NAacTUKOBOW NpOobKoM-KanenbHULen
C HaBUMHYMBAKOLLMICA KPbIWKOW. Mo ogHOMY C HaBMHYMBAKOLLMIACA KPbIWKOK. Mo ogHOMY
dNaKoHY BMECTE C MHCTPYKLMEN N0 MeAUUMHCKOMY | GIaKOHY BMECTE C MHCTPYKLMEN N0 MeSULUHCKOMY
NPUMEHEHUIO MOMELLAOT B KAPTOHHYHO MayKy NPUMEHEHUIO NOMELLEHO B KAPTOHHYHO NaYKy

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

Mapkuposka: in Russian: the trade name of the medicinal product | Russian: the trade name of the medicinal product
with the warning symbol ®, dosage form, quantity with the warning symbol ®, dosage form, quantity
of the medicinal product in ml, dosage, of the medicinal product in ml, dosage,
international non-proprietary name, batch number, | international non-proprietary name, batch number,
expiry date, the warning: “Sterile”, company expiry date, the warning: “Sterile”, company

Page/CtpaHuua
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Lecrolyn Batch 2075831 (reference to Certificate of Analysis dated 23.03.2023)

NekponuH Cepusa 2075831 (ccbinika Ha cepTudUKaT aHanmsa ot 23.03.2023)

logotype in Latin letters “Santen”, the name and
country of the registration certificate holder,
code(s).

The following information is indicated on the carton

logotype in Latin letters “Santen”, the name and
country of the registration certificate holder, codes

The following information is present on the carton

in Russian: the trade name of the medicinal product
with the warning symbol ®, dosage form,
international non-proprietary name, quantity of the
medicinal product in ml, quantity of the bottles in
the secondary package, dosage, warnings:
“Sterile.”, “For adults and children over 4 years: 1-2
drops into the affected eye four times a day”, “For
the treatment of all types of seasonal and perennial
(chronic) allergic conjunctivitis.”, “Over-the-counter
product.”, “Topical use into the eye.”, “Read the
enclosed leaflet before use”, “Keep out of the reach
of children”, “Use within 28 days after opening the
bottle”, storage conditions, name and content of
the active substance and benzalkonium chloride,
list of excipients in 1 ml of the medicinal product,
batch number, expiry date, manufacturing date,
company logotype in Latin letters “Santen”, the
name and country of the registration certificate
holder, which is the company responsible for
release quality control, registration certificate
number, bar-code, code(s).

Additionally, there may be identification means (IS)
for monitoring the movement of drugs. On all
components of the package can be factory
production technology codes and technical details.
The location and color of the SI, process codes and
production parts may vary depending on the
technological features of the production. Color
shades of packaging layouts may differ from those
on commercial packaging, as they depend on the
technical characteristics of the printers /

Ha 3TukeTke dnakoHa Ha PYCCKOM A3blKe
YKas3bIBalOT: TOProBOE HaMMeHOBaHWe npenapara ¢
npeaynpeavTenbHOM MapKUMpPOBKOM ©,
NekapcTBeHHas Gopma, KoAUUecTBo npenapara B
M/, O3UPOBKA, MEXAyHapoaHoe
HenaTeHTOBaHHOE HaUMEHOBAHWe, HOMep Cepuu,
[aTa OKOHYaHUA CPOKa roAHOCTH,
npeaynpeauTenbHan Haanuch: «CTepuabHoO»,
NOFOTUN KOMMaHUU NAaTUHCKUMKU ByKBamMK
«Santen», HAaUMEHOBaHWE U CTpaHy Brajesbua
perMcTpaLmMoHHOro yA0CTOBEPEHUSA, BHYTPEHHWIA(e)
Koa(bt).

Ha KapTOHHOW Nayke Ha PYCCKOM A3blKe
YKa3blBalOT: TOProBOE HAMMEeHOBaHMWe npenapara ¢
npeaynpeavTeNbHON MapKUpOBKOWA ©,
nexkapcTeeHHas popma, mexayHapoaHoe
HenaTeHTOBaHHOE HaMMEHOBAHWE, KOUYECTBO
npenapara B M/, KOM4eCTBO GNaKOHOB BO
BTOPUYHOM YNaKOBKe, O3UPOBK3,

in Russian: the trade name of the medicinal product
with the warning symbol ©, dosage form,
international non-proprietary name, quantity of the
medicinal product in ml, quantity of the bottles in
the secondary package, dosage, warnings:
“Sterile.”, “For adults and children over 4 years: 1-2
drops into the affected eye four times a day”, “For
the treatment of all types of seasonal and perennial
(chronic) allergic conjunctivitis.”, “Over-the-counter
product.”, “Topical use into the eye.”, “Read the
enclosed leaflet before use”, “Keep out of the reach
of children”, “Use within 28 days after opening the
bottle”, storage conditions, name and content of
the active substance and benzalkonium chloride,
list of excipients in 1 ml of the medicinal product,
batch number, expiry date, manufacturing date,
company logotype in Latin letters “Santen”, the
name and country of the registration certificate
holder, which is the company responsible for
release quality control, registration certificate
number, bar-code, codes.

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 aTMkeTKe dNaKoHa Ha PYCCKOM A3bIKe YKa3aHo:
TOpProBoe HaMMeHoBaHWe npenaparta ¢
npeaynpeauTensHON MapKUpOBKOWH ©,
NlekapcTBeHHana dopma, KoNMYecTBo Npenapara B
M/, 4O3MPOBKA, MeXAyHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHUe, HOMep cepuu,
AaTa OKOHYaHMA CPOKa rOAHOCTH,
npeaynpeanTenbHan Haanucb: «CTepuibHO»,
NOTOTUMN KOMMaHUMU NAaTUHCKUMKU ByKBamm
«Santen», HaUMeHOBaHUWe U CTpaHy Bragenbua
PerncTpaLmoHHOro yA0CTOBEPEeHUA, BHYTPEHHUE
KoAbl.

Ha KapTOHHOW Nayke Ha PYCCKOM A3blKe YKa3aHo:
TOproBoe HaMmeHoBaHMWe npenapara ¢
npeaynpeavTensHOM MapKUpoBKOWA ©,
NekapcTBeHHas Gopma, mexxayHapoaHoe
HenaTeHTOBaHHOE HauMEeHOBaHWe, KOIMYEeCTBO
npenapaTa B M, KONUYECTBO (pIaKOHOB BO
BTOPMYHOM YNaKOBKe, A03UPOBKA,
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Lecrolyn Batch 2075831 (reference to Certificate of Analysis dated 23.03.2023)

NekponunH Cepus 2075831 (ccbinka Ha cepTudmKaT aHanmsa ot 23.03.2023)

npeaynpeaunTesbHble HaanMcKn: «CTepunbHo.»,
«B3pocnble u aetn ctapuwe 4 net: 1-2 kanaum 8
NOpakeHHbIN rNas yeTblpe pasa B AeHb.», «[na
JIeYEeHUA CE30HHOTO M KPYrn1oroguyHoro
(xpoHW4ECKOro) annepruyeckoro
KOHDBIOHKTMBUTA.», «OTnyckatoT 6e3 peuenTa.»,
«MecTHO B rnas.», «llepeg npumeHeHnem
03HaKOMbTECb C NPUAAraemomn UHCTPYKLMEN.»,
«XpaHUTb B HEAOCTYNHOM ANA AeTeil MecTe.»,
«Mcnonb3osaTb B TeyeHue 28 aHelt, nocne
BCKPbITUA GNAaKOHA.», YCNOBUA XPaHEHUA,
HauMeHOBaHME U COAEPKaHMe AelCTBYIOLWEro
BellecTBa u BeH3aNKoHUA x10pnaa, nepeyeHb
BCMoMoraTe/ibHbIX KOMMOHEHTOB B 1 Ma1 npenapara,
HOMep Cepuu, AaTa OKOHYAHUA CPOKa rOAHOCTH,
[aTta U3roToB/IEHUA, NOTOTUM KOMNAHUK
NlaTUHCKMMK ByKBamM «Santen», HaUMeHOBaHMe U
CTpaHy BAajenbla perncTpalMoHHOro
YAOCTOBEPEHMUA, ABAAIOLLErOCA OpraHu3aLmen,
OCYLLECTBAAKOLLEN BbINYCKAOLLUIA KOHTPONb
KayecTBa, HOMep PerncTpaunoHHOro
YAOCTOBEPEHWS, LUTPUX-KOA, BHYTPEHHW(e)
Koz(bi).

[JONONHUTENbHO MOTYT NPUCYTCTBOBaTb CPeACTBa
naeHTudukaumm (CU) ona MOHUTOPUHIA ABMKEHUA
JIeKapCTBEHHbIX NpenapaTtos. Ha Bcex KOMMNOHEHTax
yMNaKoBKM MOTyT NPUCYTCTBOBATb 3aBOACKME
TEXHO/IOrMYECKNE KOAbl U MPOU3BOACTBEHHbIE
TEeXHUYECcKue aetanu. MecTo pacnoiioXXeHua u useT
CU, TEXHONOTUYECKMX KOAOB Y NPON3BOACTBEHHbIX
AeTanen MOXeT MEHATLCA B 3aBUCUMOCTH OT
TEXHONOTMYECKUX OCOBEHHOCTEN NPOU3BOACTBA.
LiBeToBble OTTEHKM MAKeTOB YNakoBOK MOTYT
OT/INYaTbCA OT TAKOBbIX HA KOMMEPYECKON
YNaKOBKe, TaK KaK 3aBUCAT OT TEXHUYECKMX
XapaKTePUCTUK MPUHTEPOB.

npeaynpeautenbHble Hagnucn: «CTepuibHO.»,
«B3pocnblie n getn ctapue 4 net: 1-2 kKanau B
nopa>KeHHbIM rNa3 yeTbipe pas3a B AeHb.», « A
NIeYEHUA CE30HHOTO U KPYr/I0roANYHOIO
(XpOHUYECKOro) annepruyeckoro
KOHbBIOHKTMBUTA.», «OTNycKatoT 6e3 peuenTa.»,
«MecTHoO B rnas.», «[lepes npUMeHeHnem
03HaKOMbTECH C NpuaaraemMon MHCTPYKLMEN.”,
«XpaHWTb B HEAOCTYMHOM AN1f AeTeit mecTe.»,
«Mcnonb3oBaTb B TeyeHue 28 AHel, nocne
BCKPbITMA GIaKOHA.», YCNOBUA XPaHEHNS,
HaMMeHOBaHMWe 1 COAEPKaHWe AelCcTBYIoLLero
BellecTBa U BeH3aNKoHMA XN0puaa, nepeyeHb
BCNOMOraTeNbHbIX KOMMOHEHTOB B 1 M/ NnpenaparTa,
HOMEp Cepun, AaTa OKOHYAHWA CPOKa rOA4HOCTH,
[AaTa U3roToB/IEHUA, NOTOTUM KOMNaHUK
NaTUHCKMMM BykBamm «Santen», HaMMeHOBaHMWe U
CTpaHy BRafenblia perucTpauuoHHOro
YAOCTOBEPEHMS, ABNAIOLLETOCA OpraHn3aumen,
OCYLLLECTBAAIOLLEN BbINYCKAOLWMUIA KOHTPO/Ib
KaQyecTBa, HOMep PerncTpatoHHOro
YAOCTOBEPEHUSA, LUTPUX-KOA, BHYTPEHHME KOAbI.

[lonoAHWUTENBHO NPUCYTCTBYIOT CPeACTBa
naeHtTndukaumm (CU) Ana MOHUTOPUHTa ABUKEHUA
NeKapCcTBEeHHbIX NpenapaTos. Ha Bcex KOMMOHeHTax
yNaKoBKM MPUCYTCTBYIOT 3aBOACKME
TEXHONOTMYECKNE KOAbI M MPOU3BOACTBEHHbIE
TEXHUYECKUE AeTanu.

Quality of the product is compliant with normative documentation Tl N015317/01- 211117 with changes Ne 1-5 /
KauecTeo npenapaTa COOTBETCTBYET TPeHOBAHMAM HOPMaTMBHOMN AOKYMeHTaLum [ N015317/01- 211117 cu3m. Ne 1-5

Date/faTa 23.03.2023

/

- JULE e~

/JCKY*

Signature/Moanuce: Seal/MeuyaTb

Tarja Tuovinen
Qualified Person
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