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AEPIKABHA CIIYIKBA 3 IKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KAIBCHKIA OBJACTI

npoe. Critnuunoi Hagii, 3, m.Kuie, 02099, Ten/tharc: (044) 576-40-41
E-mail: dls.ko@dls.gov.va, Kog C€APIIOY 37078774

BHCHOBOK
fIpo SAKICTE BBE3eHOT0 B YKpainy JikapchKoro 3aco0y

07.04.2025 Ne 15391/25/10

JEKPOJIIH®

(naiiveHysania MikapeeKoro 3acody 3rilto 3 peecTpaniiiume noceiaennan}
kpanai ouni, 40 Mr/sur; no 5 ma'y dpnakoni-kpaneasunni; no 1 guiaxony B Kaprouniii
kopodni

((hopMa BURYCKY, BOIYRANHA, BHA AARYESHEA ARApcLROCO 3acody)

Homep peectpauiitioro nocsiayenns UA/2383/01/02 crpox aii peecrpauiiinoro nocsiguenns 01.01.2099

Cepis nixapcokoro 3acofy Ne 2365281 KinpkicTs BBe3cHOTD Aikapcskora zacoby 3300
Bupobunx Cauren AT, Hinepranau/ Oixnanmia
{uaiivenyBanHA BilpobHHEA RiKapchkero 3acoby, Kpalha NOXOAKCHHEY)
Breseno B Yrpainy CnifibHe YRPATHCHKO-ECTORCHKE NANPHEMCTBO Yy dopmi TOBapHCTBa
3 oDMexenoro BignosinansuicTio "Onrina-®apm, JITHA, izent. koa:
21642228

{uafivenyranna Ta ko 30 €APTIOY ropnanysyl ocods abo npiasiue, iM's, 1o Gatekopi qizimuol
ocabH - nianpueMus, T Micite MPoRNBAHHA T4 peccTpaniiinuil Homep oGAIKOBOT KAPTKL MHATINKS
0a3TKiR. 300 Cepia T3 HoMep nacnopTa)

Hperoxos Bisyansuore kenrpoate sig 01.04.2025 N 0970/4.

31 pesyapraTaMi  JEpAKABHOr0 KOHIPOMIO BCTAHORNEHO, moe Nixapchkuit 3aci@ Beeseno B Vipaimy 3
JOTPHMAHHSIM sumor 3aK0H0ZABCTRA WOO 3ale3meuenns axocti pikapeskHx sacobie.

Omra €PLOMEHKO

{iniuiamita npisemue)




: fo g The name and the address of the batch release manufacturing site:
%g ; Haszea ma adpeca eupobruKa, 6i0n06I0ATLHO20 30 GUIYCK cepii:

Santen Oy Santen Oy, Kelloportinkatu |, Tampere, 33100, Finland

Canren AT, Kennomoprinkary 1, Tamnepe, 33100, @innsupis

Manufacturing Authorisation number/Homep mivensii ua supotunurno: FIMEA/2023/006935

Certificate of Quality
Ceprudikar Axocri

Product: LECROLYN® eye drops, 40 mg/ml
Ilpenapat: JEKPOJIH® xpanmi ouni, 40 mr/ma

Importing Country/Immopryioua xpaina: Ukraine/Yxpaina
Country of Manufacture/Kpaina-supo6un: Finland/®iunanais

Strength/Potency / Cnuta xii/akrusuicts: 1 ml eye drops contains Sodium cromoglicate 40 mg / 1 mn
Kpanens OYHHX MICTHTB HaTpito kpomornikary 40 mr

Marketing Authorization Number: Noe UA/2383/01/02 Valid till: unlimited

Peectpanifine nocsinuennsi: Ne UA/2383/01/02 Hie no: 6ezcrpokoso

Type of the Package: 5 ml in bottle-dropper, I bottle in carton box

Ynaxosxa: no 5 mn y graxoni-xpanenvuuyi, no 1 gaarony 6 xapmonniii kopobyi

Batch number/Homep cepii: 2365281

Name, address and authorisation Manufacturing, Filling, Product Release Testing

NextPharma Oy, Niittyhaankatu 20, 33720 Tampere, Finland
License number: FIMEA/2020/000897

Secondary packaging site:

Manufacturing Packaging Farmaca (MPF) B.V., Neptunus 12,
8448 CN Heerenveen, Netherlands

License number: 108630 F

Hassu, aupecn ta noMepH Jinensii Bupobuux, eionosioansruii 3a eupobruymeo in bulk, nepeunne
NAKYSAHHS, KOHIIPOAb SKOCHIL.

Hexcr®apma AT, Hiitruxaanxary 20, 33720 Tamnepe, @inssHuis
Howmep ninensit: FIMEA/2020/000897

Bmopunue naxyeanns.:

Manydaxrypinr Iaxarinr @apmaxa (MI1P) B. B,

Hentynyc 12, Xeepensen, 8448CH, Hinepnanmu

Howmep niueunsii: 108630 F

Date of Manufacture/Jata BupoGuanrsa: 09.02.2024

Date of Expiry/ [laTa 3axinuenus: Tepminy npugatnocri: 02/2027

Batch size/Posmip cepii: 19 580 PC/YII

number of all manufacturing sites
and quality control sites

BCIX AINLHHLE 3 BHPOOHHUTBA
TA KOHTPOJIXO SIKOCTI

Certification statement:

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

3asisa npo ceprudikaniro:

Llum s 3aCBIzUYI0, WO HaBeleHa BuLE indopmaitia € ocToBipHOIo Ta ToHHOI0. Llio cepito mposykiii GyJo BipoGreHo
(BKIMOUAIOUH MAKYBAHHS/MAPKYBaHHSL) T4 TPOBEIEHO KOHTPOJIH 1T SKOCTI HA BHL{E3A3HAYEH N ibHUL y ToBHi# Binnosixguocti 3 '
Bamoramyt GMP, BCTaHOBIIGHHMH MICHEBHM PETYJISTOPHHM OPraHOM, & TakoX BiTIOBIAHO Ko clienudixauii 10 TOprosii ‘
minensii kpaiuu-imnoprepa. TIpoToXONH BUPOGHHLTEA, TIAKYBAHNS Ta aHANI3IB 6YJI0 NEPENISHYTO Ta BCTAHOBICHO |
Bignosinuicrs GMP,

é?{ e WA /// LELE X Ty, /



Certificate of Quality
Ceprudixar fxocri

Product: LECROLYN® eye drops, 40 mg/ml

Ipenapar: JEKPOJIH® xpanii ouni, 40 mr/mon

Batch number/ Homep cepii: 2365281

Number of analysis/Homep ananiza:

28.02.2024

Test
HNoxasznui

Specification
Crnenndikauis

Test result
PesynsTaT

Unit
Opuunui

Appearance
SOBHIIMHINA BUFIISIT

Clear, colourless or
slightly yellowish
solution.
Practically free from
visible particles.
[Iposopui,
6esbapsHmi abo
371eTKa JKOBTYBATHH
PO3UMH.

He micTurs
BUIMMUX YacTOK.

Complies
Bignosinae

Identification/UV/
Lnermudikanis/Y®/
Sodium cromoglicate
Harpito xpomormikar

UV spectra of the test
solution shall correspond
to UV  spectra the
standard solution. Wave
length absorption
maximum of the test
solution shall not exceed
+ 2 nm from wavelength
absorption maximum of
the standard solution.
There are two absorption
maximum on the spectra
at 239 nm and 327 nm.
Yd-crexrp
JIOCHIKYBAHOTO
PO3YHHY Ma€
pinnosinary Y®-
CIIEKTPY CTaH/@PTHOIO
po3unHy. JloBxuHa
XBHJII MAKCHMYMY
NOTJIMHAHHS

JIOCTiKY BaHOT0
PO3YHHY HE NOBUHHA
pisuuTHCs Ginbin HbK Ha
& 2 HM BiJl IOBXUHH
XBMWJI MaKcHmymy
HOrHHAHHS
CTaHAapPTHOIO PO3YHHY,
Ha criexrpi
PEECTPYIOTHCS JIBd
MAKCHMYMH HOIJIMHAHHS
npu 239 uM 1a 327 HM

Positive
TTo3uTHBHA

Identification/HPLC

Inentudikanis/BEPX
Sodium cromoglicate
Harpiro xpomormnixat

Retention time of the
main peak in the
chromogram of the test
solution corresponds to
retention time of the
main peka in the
chromotgram of stadard
solution £ 5 %.

Positive
[TosuTuBHA




The name and the address of the batch release manufacturing site:
Hazea ma adpeca eupobuuxa, 6i0nosioansnozo 3a eunyck cepii:
Santen Oy, Kelloportinkatu 1, Tampere, 33100, Finland
Canren AT, Kennonoprinkary 1, Tamnepe, 33100, Ginnsupuis

Manufacturing Authorisation number/Honep hinensii na snpoGunureo: FIMEA/2023/006935

Yac yTpumyBanHs
OCHOBHOTO MiKy Ha
Xpomarorpammi
JOCHIDIYBaHOrO
PO3YHHY BilMNOBizae
Yacy yTPUMYBaHHSI
OCHOBHOTO HiKy Ha
XpoMaTorpaMmi
CTaH/IapTHOTO PO3UHHY

+5%
Identification/HPLC Retention time of peak Positive -
InenTudixanis/BEPX components of ITosuTHBHA
Benzalkonium chloride henza lkonitial chiogidg
i R C12, C14,C16 in the
ben3alkoHito xnopun chromotogram of the test

solution shall
coresspond to retention
time of peak components
of benzalkonium
chloride in the
chromotogram of the
standard solution within

+ 5%
Yac YTPHMAaHHA
KOMMOHEHTIB ikis

GensankoHis  Xuophia
Cl12, Cl4, Clé6 Ha
Xpomarorpami
JAOCHIZYBAHOTO

po3uHHY Mae
Bianosinatu yacy
YTPUMaHHS mikiB
KOMIIOHEHTIB Ha
Xpomarorpami

CTaHIAPTHOTO PO3UHHY
GeH3aNKoHisl X0pHAa B
Mexax + 5%.

Dispensable volume > 100 % of label
O6’eM, 110 BUTALYETHLCS claim 108 %
> 100 % sig
3asBJI€HOI KiIbKOCTI

pH 4.0-6.0 5.6

Osmolality . 260 - 320 291 mOsm/kg

OcMONAIBHICTE MOCM/Kr

Viscosity mPa-s

B’ss3xicte 2=8 4 mila-c

Assay/HPLC/Sodium

cromoglicate mg/ml

Kinbicicie 28{=42:.0 40.9

Bu3HaueHHs/BEPX/Harpito Mr/mn

KpOMOTJliKaT

Assay/HPLC/

Benzalkonium chloride mg/ml
L 0.063 - 0.077 0.068

Kinbkicue

BU3HAUeHHA/BEPX/ Mr/mt

BeHzankoHio xXJopuj
Related substances/HPLC/
CynyThi nomimn/BEPX/




Certificate of Quality
Ceprudixar Sxocti

Product: LECROLYN® eye drops, 40 mg/ml
IMpenapat: JEKPOJIIH® xpanui ouyni, 40 mr/mi

Batch number/ Homep cepii: 2365281 Number of analysis/Homep ananisa:
28.02.2024

Maximum single impurity

MakcumanbHa OIUHHYHA <0.5 0,06 %

JoMiLIKa

Tatel . <1.0 0,06 %

CyMa BMICTY JIOMIIIOK

Sterility/PhEur Sterile Sterile -

Crepunphicts/E€Bp. @apm CrepunbpHo CrepunrHo

BLOQ = Below Limit of Quantitation

BLOQ = HitskHR MeKa KiJIBKICHOTO BISHAMEHHA
ND = Not Detected

HB = ne puapnaeTsen

RRT = Relative Retention Time

BYY = pimuoctii uac yrpimynaHna

Result/Pesynprat: released/mpnpaTno: 20.05.2024
(release date)/(nara Bunycxa)

Date of signature (CoQ)/Hara nignucy (CK): 20.05.2024

Qualified Person/Ynosnosaxena ocoba: L/
LA

Leena Honkonen

Qualified Person
Santen Oy
Eija Minna Jirvinen Jessica Lumberg  Jaana Tarja Tuovinen Minna Lintusalo  Mikko Levomiki  Leena
Vartiainen Minua Spoinen Eccuxa Lihteenmiki Tap's Tyosinen  Minna Mirko Jlepomaki Honkonen
Eiia Jlym6epr Slaana Jlinrycano Jlina
Bapruaiin JlaxrecHmaki Xonkouen
Qualified Qualified Person  Qualificd Person  Qualified Person  Qualified Person  Qualified Person  Qualified Person Qualified
person QA Manager QA Senior QA Pharmacist QA Pharmacist QA Pharmacist QA Pharmacist Person
QA Director Manager QA Pharmacist
Jupexrop Koanigixkosana Koanii Ko Kvanidi Koanidikosana Koanidi Kvanidixonana
sinpiny ocoba ocoba ocoba ocoba ocoba ocoba ocoba
KOHTPONIO Menenxep Crapusitit Qapmauest Gapmauent Dap T Qap T Gapmauest
axocti Bigniny Meuemep pinginy sianiny pigainy sigainy nigainy
KOHTPOMIO sinniny KOHTPOHO KOHTPOJIO KOHTPONIO KOMTDOJIO AKOCYT  KOHTPOMO
AKOCTL KOMTPONIO axocti axocti AKocTi AKOCTL

AKkocTi
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