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Date of analysis/ [lara aHanu3a
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Monnuunocts / BOXX / Hatpus
KPOMOTJIUKAT

Identification / HPLC /
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OGCH3ANKOHMSA XJIOPHI
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Santen Oy/ Cann AO
PO BOX 33/ INouytosblii amuk 33
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LECROLYN, 20 mg/ml, eye drops, 10 ml/
JIEKPOJIMH, 20 mr/mJj, KaniH rjiasabie, 10 ma
30813

1843801

08/2021

09/2021
08/2024

Units/
Eannnubi
H3MEpeHHst

Results/
Pe3yabTaThl

Requirements/ Hopmbl

Sterile/
CrepunbHbiii
Complies/
CoOTBETCTBYET

Product must be sterile /

[Tpenapar nomKeH 6bITh CTEPUITLHBIM
Clear, colourless or slightly yellowish
solution/ [Tpo3pauHsbiii 6eclBETHBIH UK
CJIerKa XeJToBaThiil pacTBOp

Product must be clear or stand comparison
with reference I/

[Mpenapat 10/MKEH OBITE NPO3PAUHBIM WITH
BBIIEPXKHMBATH CPABHEHHE C 3TANTOHOM 1
Product must be colourless or slightly yellow
and stand comparison with reference Y7 /
IMpenapar A0/MKeH ObITH OECUBETHBIM WITH
CcJIerka Xe/NTOBaThiM H BblAEPKHBAThH
CpPaBHEHHUE C 3TAJICHOM 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 /
YD-cniekTp NOrioLieHUs HCIbITYEMOro
pactBopa B o6nacTi 220 HM - 350 HM 1OJIKEH
COOTBETCTBOBATH Y D-CHEKTPY CTAHJAPTHOrO
pacTBopa HaTpHsi KPOMOTJIMKATA

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 /

BpeMst yIepKuBaHUS OCHOBHOTO MHKa Ha
XpOMaTOrpaMMe HCIBITYEMOrO pacTBopa
J0JDKHO COOTBETCTBOBATb BPEMEHU
yIepKMBaHUA OCHOBHOTO IHKa Ha
XpoMaTorpaMMe CTaHAapTHOIO pacTBopa
HaTpUs KpOMOIJIMKaTa

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

homologue peaks on the chromatogram of

benzalkonium chloride standard solution /

Bpemena ynepKHBaHHA NHKOB Ha

XpoMaTorpaMme HUCIBITYEMOTO pacTBopa

JIOJKHBI COOTBETCTBOBATh BPEMEHAM

yIEpKUBaHUA TTHKOB FOMOJIOTOB O€H3A/IKOHUS

xnopuga C12, C14 u C16 na xpomarorpamMmme

CTaHAAPTHOTO PacTBOPA OEH3AIKOHHUA

XJiopuza

Complies/
CoOTBETCTBYET

Complies/
CooTBeTCTBYET

Positive/

[MonoxurenbHas

Positive/
ITonoxurenbHas

Telephone/ Tenedon
+358 3284 8111

FIN-33100 TAMPERE/ FIN-33100 TAMITEPE

FINLAND/ ®PUHJIAHAUA
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Product/ Ipenapar LECROLYN, 20 mg/m|, eye drops, 10 ml/
JEKPOJIMH, 20 Mr/ma, KanJu riasHbie, 10 Ma

Product Code/ Kox npenapara 30813

Batch No./ Homep cepnn 1843801

Date of manufacturing/ 08/2021

Harta npousBoacTea

Date of analysis/ Jlata ananuza  09/2021

Date of expiry/ Cpok ronHoct  08/2024

Test/ Iloka3zatenn Requirements/ Hopmbi Results/ Units/
Pe3yibTaThl ExnHuubi
H3MEpEHHS

Assay / HPLC/ 18,0 -22,0 19,6 mg/ml
Sodium cromoglicate / Mr/Ma
KonuuectBeHHOE onpeneneHue /

B3XX / Hatpusa kpoMoTimMKaT

Assay / HPLC/ 0,04 - 0,06 0,048 mg/ml
Benzalkonium chloride / MI/MI

KonwuectBeHHoe onpeneneHue /
BOXX / 6eH3a/IKOHHS XJIOpHI

pH 4,0-6,0 52

Dispensable volume / 2100 105 %
O06beM colepUMOro YNakoBKH

Mechanical impurities/ Visible particles must not be present during  Not detectable/
MexaHudeckHe BKIIOUEHHS visual inspection / He obnapyskeHo

Buaumele BKIIOYEHHS TIPH BU3YaJILHOM
OCMOTpE AO0JKHBI OTCYTCTBOBATh

Osmolality/ OcMONSITBHOCTD 260 - 340 292 mOsm/kg
MOcm/kr

Viscosity/ Baskoctb 2-5 4 mPa.s
Mlla c

Related substances / HPLC / <1,0 <0,09 %

Sodium cromoglicate / Total /

PonctBenHble nipuMmecu / BOXKX /

HaTpHA KPOMOIJIMKAT / CyMMa

npumece

Related substances / HPLC / <0,5 rrt 2,46 0,09 %
Sodium cromoglicate / single

impurity /

PonacteeHnble npumecy / BOXKX /

HaTpHsA KPOMOTTIHKAT / e AHHHYHAs

npuUMech

BLOQ/HITIKO = Below Limit of Quantitation/ Hixe npegena Koi1uuecTBEHHOTO ONMpeCTICHUS
ND/HO = Not Detected/ He oGHapyxeHO
RRT/OBY = Relative Retention Time/ OTHOCHTeNbHOE BpeMS YAepKUBAHUS

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.

Postal address/ IToutossiit anpec Telephone/ Tenepon
Santen Oy/ Canman AO +358 3284 8111

PO BOX 33/ Mourtossiit smuk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®UHJIAHAWUA
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LECROLYN, 20 mg/ml, eye drops, 10 ml /
JIEKPOJIMH, 20 mr/ma, kanJu rjasHbie, 10 ma
30813

1843801

08/2021

09/2021
08/2024

HacTos1uM noATBEpXkAako, 4TO yKa3aHHas BbIlle CepUsi NPOU3BEAEHA, U KOHTPOJIb KayeCTBa MPOBE/IEH B
COOTBETCTBHMH C JOKYMEHTALKEN Ha CepUI0, TEXHOIOTHel MPOM3BOACTBA U METOAMKAMH KOHTPOJISt KAUeCTBa.
JIOKYMEHTALIMs Ha CEPMIO U )KYpPHaJlbl POBEAEHUs UCTIbITAHUH NPOBEPEHbI U MOJIHOCTbIO COOTBETCTBYIOT
nelictyroimmM TpeboBanusiM GMP 1 ycloBUSIM, U3JI05KEHHBIM B PETMCTPALMOHHOM Y10CTOBEPEHHH, BbIIAHHOM
COOTBETCTBYIOLUMM PETYJIATOPHBIM OpraHoM. HUkakuX OTKJIOHEHHH WM MPOUCILECTBUMA, KOTOPbIC MOTYT NOBIHATH
Ha KauecTBO Mpernapara, OTMEUEHO He ObLIO.

Postal address/ IToutoBbliii anpec
Santen Oy/ CauH AO
PO BOX 33/ [NouToBblii situk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®UHJIAH/IHUA

Santen Oy, Tampere/ CantaH AO, Tamnepe
24-Jan-22/ 24 suBaps 2022 r.

N an ¢ J U ue ~

Tarja Tuovinen

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

Tapbs TyoBueH, papMaLEBT, CNIEUMATUCT M0 KOHTPOJIIO
xayecTBa (OakaaaBp €CTECTBEHHbIX HAYK)

Telephone/ Tenepon
+358 3284 8111




Lecrolyn Batch 1843801 (reference to Certificate of Analysis dated 24.1.2022)

Nekponunn Cepua 1843801 (ccbinka Ha cepTUdUKaT aHanm3sa ot 24.1.2022)

Importing country / CTpaHa BBO3a:

Russia / Poccus

Marketing Authorisation of importing country /
PeaucmpayuoHHoe ydocmosepeHue cmpaHbl 88034:

M N015317/01 ot 29.09.2008

Name and address of APl manufacturing site / HazeaHue
npoussodumens cybcmaHyuu, adpec npoussodcmea:

Cromoglicic acid / Kpomorauuuesasa KucnoTa
[ECambrex Profarmaco Milano S.r.l. / Kambpekc Mpodapmako
Mwunano C.p./1.,Via Curiel 34, 20067 Paullo (M), Italy

[ ]Jrermion Oy / ®epmmoH Oii
Orioninkatu 2, FI-10900 Hanko, Finland

Name and address of bulk manufacturing site /
HassaHue u adpec npuzeodcmea 2omosoli nekapcmeeHHol

popmsl:

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

Name and address of packaging site /
Ha3ssaHue u adpec naowadku, omeeyaroujeli 3a yrnaxkosky:

Primary Packaging site / Mnowaaka nepsUYHON yNaKoBKK:

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

Secondary Packaging site / MNiowaika BTOPUMUHOI YNaKOBKK:

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

|Z] Manufacturing Packaging Farmaca (MPF) B.V., the
Netherlands / MaHydakuypuHr NekngxuH Gapmaka (MMNO) b.B.,
HupepnaHAapl

Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
HassaHue u adpec npoussodumens (Boinyckaoujuii
KOHMPpPOsb Ka4ecmaa):

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

Stability period / Cpok 2c00HoCcmu:

3 years. After bottle opening - 28 days /
3 ropa. Ucnonb3osath B TeYeHue 28 AHel nocae BCKPbITUA
dnakoHa.

Storage conditions / Ycsi08ua xpaHeHuA:

Keep at the temperature not higher than 25°C /
Mpwu Temnepatype He Bbiwe 25°C

Label code / Kog aTMKeTKM P110600011799

Carton code / Koa nayku KapTOHHOWM P101100011795

Leaflet code / Kog UMM P090800012551

Test/ Mokasatens | Requirements/ Hopmbi Results/ Pesynbratbl

Packaging / 10 mL in a white polyethylene bottle, closed witha | 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 6enbiti NONUITUNEHOBbIN GNAKOH, Mo 10 mn B 6enbiii NOAN3TUNEHOBbIN (PNIAKOH,
YKyNOPEeHHbI NAaCTUKOBOM NPOBKOM-KanenbHULen YKyNOPEHHbI NAacTMKOBOW NPOBKOM-KaneabHULEeNn
C HaBMHYMBAKOLWMIACA KPbIWKOW. Mo ogHOMY C HAaBUHYMBAIOLLMICA KPbIWKO. [0 ogHOMY
(GNaKOHY BMECTe C MHCTPYKLME N0 MeAULIMHCKOMY | $NaKoHy BMecTe C WHCTPYKLMEN NO MeANLMHCKOMY
NPUMEHEHMIO MOMELLAIOT B KAPTOHHYIO NayKy NPUMEHEHMIO MOMELLEHO 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,

Page/CrpaHuua
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Lecrolyn Batch 1843801 (reference to Certificate of Analysis dated 24.1.2022)

NekponnH Cepun 1843801 (ccbinka Ha cepTuduKaTt aHanusa ot 24.1.2022)

expiry date, the warning: “Sterile.”, company
logotype in Latin letters “Santen”, the name and
country of the registration certificate holder,
code(s).

The following information is indicated on the carton

expiry date, the warning: “Sterile.”, company
logotype in Latin letters “Santen”, the name and
country of the registration certificate holder,
code(s).

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, it is
possible to apply information for the serialization
system for monitoring.

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 sTukeTke ¢pNaKOHA Ha PYCCKOM A3bIKE
YKa3blBalOT: TOProBoe HaUMEHOBaHWe npenapara ¢
npeaynpeautTenbHOW MapKUPOBKOiA ®,
NeKkapcTeeHHan Gopma, KONMYeCcTBo Npenapara s
MA, AO3UPOBKA, MEXAYHapoaHoe
HenaTeHTOBaHHOE HAUMEHOBAHWUE, HOMED cepum,
[AaTa OKOHYaHUA CPOKa rogHOCTH,
npeaynpeauTenbHas Haanuce: «CTepUnbHO.»,
NOroTUN KOMNAHUU NAaTUHCKUMKM ByKBamu
«Santen», HaMMEHOBaHMWE U CTPaHy BAaJENbLA
PerucTpaumMoHHOro yA0CTOBEPEHUS, BHYTPEHHMIi(e)
KoA(bl).

Ha KapTOHHOW NaYKe Ha PYCCKOM A3biKe
YKa3blBalOT: TOProBOe HANMEHOBaHME Npenapara ¢
npeaynpeantTenbHOM MapKUPOBKOW ®,
NeKapcTBeHHan Gopma, mexayHapoaHoe
HenaTeHTOBaHHOE HaUMEHOBaHWe, KONNYECTBO

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, it is
possible to apply information for the serialization
system for monitoring.

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 atukeTtke pnakoHa Ha PYCCKOM A3bIKE YKa3aHO:
TOprosoe HauMeHOBaHUWe NpenapaTta ¢
npeaynpeaAnTenbHOW MapKUpoOBKOM ®,
nekapcTeeHHan Gopma, KoAUYecTBO Npenapara e
MA, LO3UPOBKA, MeXAYHapoaHoe
HEeNnaTeHTOBaHHOE HauMeHOBaHWe, HOMEp Cepuy,
aTa OKOH4Y3HMA CPOKa FOAHOCTH,
npeaynpeautenbHan HaANUCh: «CTePUNbHO.»,
NOTOTUN KOMNaHWK NaTUHCKUMKM ByKkBamu
«Santen», HauMeHoBaHMWE U CTpaHy Bnagenbua
PErucTPaLMOHHOro yA0CTOBEPEHNUA, BHYTPEHHMUI(e)
Koa(b).

Ha KapTOHHOW Nayke Ha PYCCKOM A3bIKE YKA3aHO:
TOpProBoe HauMeHoOBaHUe npenapara ¢
npeAynpeAnTenbHON MapKUpOBKoii ©,
nekapcreseHHasa Gopma, MexayHapoaHoe
HenaTeHTOBaHHOE HaMMEHOBaHWE, KONNYECTBO

Page/CtpaHuua
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Lecrolyn Batch 1843801 (reference to Certificate of Analysis dated 24.1.2022)

NekponuH Cepua 1843801 (ccbinKka Ha cepTudMKaT aHanmsa ot 24.1.2022)

npenapara B M/, KOAU4ecTBO GAaKOHOB BO
BTOPUYHOM YNaKoOBKe, AO3UPOBKa,
npeaynpeautenbHble HaanucKn: «CtepunbHoO»,
«B3pocnble n aetn ctapuwe 4 net: 1-2 Kaniu B
NopaKeHHbIM rNa3 yeTbipe pas3a B AeHb.», «[Ing
Nle4eHMA Ce30HHOTO M KPYrnoroanYHoro
(xpoHMUECKOro) annepruyeckoro
KOHDBIOHKTMBUTA.», «OTNycKatoT 6e3 peuenTa.»,
«MecTHO B rnas.», «lepepn NpUMeHeHneM
03HaKOMbTECb C MPUAAraemoi MHCTPYKLMENR.»,
«XpaHWTb B HEAOCTYNHOM ANA AeTei MecTe.»,
«Mcnonb3oBaThb B TeueHue 28 aHel, nocne
BCKPbITUA GNAKOHA.», YCNIOBUA XPaHEHUSA,
HaMMeHOBaHWE U COAEPIKaHME AeNCTBYIOLLErO
BellecTsa U 6eH3aNKOHWUA xnopuaa, nepeyeHb
BCNOMOraTebHbIX KOMNOHEHTOB B 1 M/ npenapara,
HOMeEp Cepuu, AaTa OKOHYaHMA CPOKa FOAHOCTY,
AaTa U3roToBNEHUA, NOTOTUM KOMNaHUK
NaTUHCKMMK ByKBamM «Santen», HaUMeHOBaHWe U
CTpaHy BnAagenbla perucTpalMoHHOro
YAOCTOBEPEHMSA, ABNAIOLLETOCA OpPraHu3aLmei,
OCYLLECTBAAOLLEN BbINYCKAIOLWWUIA KOHTPOIb
KauyecTBa, HOMep perncTpaumoHHOro
YAOCTOBEPEHWA, LUTPUX-KOA, BHYTPEHHMIA(e)
KoA(bl).

[JOoNONHUTENbHO MOTYT NPUCYTCTBOBATbL CPEACTBA
naeHTUduKaumm (CU) ana MOHUTOPUHTA ABUNKEHNA
NeKapCTBEHHbIX NpenapaTtos. Ha Bcex KOMMNOHeHTax
yNaKoBKM MOTYT NPUCYTCTBOBATb 3aBOACKME
TEXHOIOrMYECKMe Koabl U NPOU3BOACTBEHHbIE
TexHu4yeckue aetann. Mecto pacrnonoKeHua u useT
CU, TEXHONOTMYECKMX KOAOB Y NPOU3BOACTBEHHbIX
[eTanen MOXeT MEHATLCA B 3aBMCMMOCTH OT
TEXHONOTMYECKMX 0COBEHHOCTen NPoM3BOACTBA.
LiBeToBble OTTEHKM MAKeTOB YNaKoBOK MOTyT
OT/IMYATLCA OT TAKOBbLIX HA KOMMEPYECKOM
YMNaKoBKe, TaK KaK 3aBUCAT OT TEXHUYECKMX
XapaKTepUCTUK NMPUHTEPOB.

npenapara B M/, KONM4YEeCTBO GpNAaKOHOB BO
BTOPMYHOM yNaKoBKe, A03UPOBKa,
npeaynpeauTenbHble HaanNucu: «CTepuibHOY,
«B3pocnble u getu ctapuwe 4 net: 1-2 Kanau 8
NOpa)KeHHbIN 133 YeTblpe pasa B AeHb.», « /s
IeYeHUA CE30HHOMO U KPYr/10roANYHOro
(xpoHMYECKoro) annepruyeckoro
KOHBIOHKTMBMUTA.», «OTNycKatoT 6e3 peuenTa.»,
«MecTHo B rnas.», «llepe npUmeHeHnem
03HaKOMbTECH C NpUAaraemoi MHCTPYKLMEN.»,
«XpaHWUTb B HEAOCTYMHOM ANA AeTeit MecTe.»,
«Mcnonb3oBaThb B TeueHue 28 aHel, nocne
BCKPbITUA GAAKOHA.», YCIOBUA XPaHEHUSA,
HauMeHOBaHWe U COAepKaHUe AeNCTBYOLWEro
BellecTBa U 6eH3aNKoHUA XxNopuaa, nepeyeHb
BCMOMOraTe/ibHbIX KOMMNOHEHTOB B 1 M/ Npenapara,
HOMEP CEPUM, AaTa OKOHYAHUA CPOKA roAHOCTH,
AaTa U3roToBAEHUA, NOTOTUM KOMMNaHUU
NaTUHCKMMKM ByKBamu «Santen», HaMMeHOBaHWE U
CTpaHy BnafenbLa perucTpaumnoHHoro
YAOCTOBEPEHUS, AB/IAIOLLETOCA OpraHn3aumen,
OCYLLECTBAAKLLEN BbINYCKAIOLMIA KOHTPO/b
KauyecTBa, HOMep perncTpaLMoHHOro
Y/0CTOBEPEHMSA, LUTPUX-KOZ, BHYTPEHHMI(e)
Koa(bl).

JONONHUTENbHO NPUCYTCTBYIOT CPEACTBA
naeHTnounkaumm (CU) ans MOHUTOPUHTa ABUKEHNA
NeKapCTBEHHbIX NpenapaTos. Ha BCeX KOMMNOHEHTaX
yMNaKoBKM NPUCYTCTBYIOT 3aBOACKME
TEXHOI0rMUYECcKMe KoAbl U NPOM3BOACTBEHHbIE
TEXHUYECKUe AeTanu.

Quality of the product is compliant with normative documentation [ N015317/01- 211117 with changes Ne 1-4 /
KauyecTBO npenapaTta COOTBETCTBYET Tpe60OBaHUAM HOPMaTUBHON AOKYMeHTaLuu I N015317/01- 211117 c u3m. Ne 1-4

Date/[arta 24.1.2022

YU ~_

Tarja Tuovinen
Qualified Person

Signature/Moanucek: {0+ Seal/MeuvaTb
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