$anten

Product/ INpenapat

Product Code/ Koa npenapara
Batch No./ Homep cepun

Date of manufacturing/

Jara npousBoacTaa

Date of analysis/ /lata anain3a
Date of expiry/ Cpok roxHocTtu

Test/ Iloka3zarenb

Sterility / CTepmwIbHOCTb

Appearance / Onucanue

Clarity / Ipo3pa4HOCTb

Colour / LipeTHOCTB

Identification / UV / Sodium
cromoglicate /

Noanuntocts / YD-
CreKTpO$OTOMETPHUS / HATPHUA
KPOMOTJIUKAT

Identification / HPLC / Sodium
cromoglicate /

IMopnunHocTh / BOXX / Hatpus
KPOMOTJIMKAT

Identification / HPLC /
Benzalkonium chloride /
MoanuaHOCTE / BOXX /
OEH3aIKOHUA XJIOPUA

Postal address/ [Toutosniii anpec
Santen Oy/ CaurH AO
PO BOX 33/ IouToBslit ik 33

CERTIFICATE OF ANALYSIS/
CEPTUO®UKAT AHAJIU3A
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LECROLYN, 20 mg/ml, eye drops, 10 ml/
JIEKPOJIUH, 20 Mr/mJ1, Kamuid riasHsie, 10 ma
30813

1850111

01/2022

02/2022
01/2025

Units/
Eaununbi
H3MEPEHHH

Results/
Pe3yabTarThl

Requirements/ Hopmbl

Sterile/
CrepunbHbIH
Complies/
CoOoTBETCTBYET

Product must be sterile /

IMpenapat JonkeH ObITh CTEPUILHBIM
Clear, colourless or slightly yellowish
solution/ TTpo3pauHblii GeCLBETHBIN K
clierka )eJToBaTblil pacTBOp

Product must be clear or stand comparison
with reference I/

[penapar KoJkeH ObITh MPO3PauHbIM HIH
BbLIEPKUBATHL CPABHEHHE C STATOHOM |
Product must be colourless or slightly yellow
and stand comparison with reference Y7 /
Ipenapat H0MmKeH 6bITh OECLUBETHBIM WITH
cJierka KeJTOBAaThiM H BblAEP)KHBATh
CpaBHEHHE C 3TAJIOHOM 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 noraoieH|us UCTIbITYyeMOro
pactsopa B obnacty 220 HM - 350 HM JO/DKeH
COOTBETCTBOBaTh Y D-CHIEKTPY CTAHIAPTHOTO
pacTBOpa HATPHUA 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 /

Bpems yaepiuBaHHs OCHOBHOFO TTHKA Ha
XpOMaTorpaMme UCTILITYEMOTO pacTBOpa
JIOJDKHO COOTBETCTBOBATb BPEMEHM
yIAep:KHBaHHUA OCHOBHOIO MUKa Ha
XpoMaTorpaMme CTaHIapTHOTO pacTBOpa
HaTpHA KPOMOTJIMKATa

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 /

BpemeHa ynep)KUBaHHA MKMKOB Ha

XpOMaTOrpaMMe HCIBITYEMOro pacTBopa

JOJDKHBI COOTBETCTBOBATh BpEMEHAM

yAEpXHUBAHHUS IMKOB FOMOJIOrOB GEH3aIKOHHA

xnopuaa C12, C14 n C16 Ha xpomarorpamme

CTaHIApTHOTO PacTBOpa GEH3ANKOHYS

xJjopunia

Complies/
CoOTBETCTBYET

Complies/
CooTBETCTBYET

Positive/

MMonoxuTeabHas

Positive/
IMonoxurenbHas

Telephone/ Tenedon
+358 3284 8111

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®UHJIAHIUA



$anten

Product/ [Ipenapat

Product Code/ Koa npenapara
Batch No./ Homep cepun

Date of manufacturing/

Jata npousBoacTea

Date of analysis/ Jlata aHanuza

Date of expiry/ Cpok roaHocTn

Test/ llokazaTeyanb

Assay / HPLC /

Sodium cromoglicate /
KonuiecTBeHHOe onpeesieHne /
B32XX / HaTpust KpOMOTJIMKAT
Assay / HPLC/

Benzalkonium chloride /
KonugecTseHHOE onpeaeneHue /
B3OXX / GeH3aKkOHUSA XJIOPUJ
pH

Dispensable volume /

O0beM CONEPKUMOro YNaKOBKH
Mechanical impurities/
MexaHuyeckue BKIIIOUEHHS

Osmolality/ OcMonsnsHOCTD
Viscosity/ BsiskocTb

Related substances / HPLC /
Sodium cromoglicate / Total /
Poncreennsie npumecn / BOXXX /
HaTpusA KPOMOTTIUKAT / cyMMa
npuMmeceit

Related substances / HPLC /
Sodium cromoglicate / single
impurity /

PonctBennsie npumecu / BOXKX /
HaTpust KPOMOTJIUKAT / e JUHUYHASA
NIPUMECH

BLOQ/HITKO
ND/HO
RRT/OBY

CERTIFICATE OF ANALYSIS/
CEPTHO®UKAT AHAJIU3A

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

JEKPOJINH, 20 Mr/mJ, kanju rjaasibie, 10 ma

30813
1850111

01/2022

02/2022
01/2025

Requirements/ Hopmbi

18,0 -22,0

0,04 - 0,06

4,0-6,0
> 100

Visible particles must not be present during
visual inspection /

BuanMble BKIIOYEHHUS IPU BU3YalIbHOM
OCMOTpE JOJIKHBI OTCYTCTBOBATb

260 - 340
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Results/ Units/
PesyabTtaTtel  EanHHub
H3MepeHHsi
20,4 mg/ml
MI/MI
0,049 mg/ml
MI/MJT
5,1
105 %
Not detectable/

He o6HapyxeHo

296
4

0,06

rt 2,55 0,06

= Below Limit of Quantitation/ Hibke npeaena koauuecTBEHHOTO ONpeaeieHus
= Not Detected/ He o6HapyskeHO
= Relative Retention Time/ OTHOCHTENBHOE BpeMs YAEPKHUBAHUA

mOsm/kg
MOCM/Kr
mPa.s
Mllac

%

%

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/ [ToutoBblii anpec
Santen Oy/ Canmsn AO
PO BOX 33/ ITouToBsiii stmuk 33

Telephone/ Tenedon
+358 3284 8111

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®UHJIAHIUA
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CEPTU®UKAT AHAJIM3A Crpanmuua 3/3

Product/ [Tpenapar LECROLYN, 20 mg/ml, eye drops, 10 ml /
JEKPOJIMUH, 20 Mr/mJji, Kanjiu riaasHble, 10 mi

Product Code/ Kon npenapata 30813

Batch No./ Homep cepuu 1850111

Date of manufacturing/ 01/2022

JlaTa npousBoacTBa

Date of analysis/ Jlata ananuza  02/2022

Date of expiry/ Cpok ronnoctu  01/2025

HacTosiuuM MoATBEPIKAal0, YTO yKazaHHas BbILIE CepUsi NPOU3BEAEHA, U KOHTPO/Ib Ka4eCTBa NPOBE/IEH B
COOTBETCTBHMH C JOKYMEHTALIKEN HA CEPHI0, TEXHONOTUel NPOM3BOACTBA U METOAMKAMU KOHTPOJIS Ka4ecTsa.
JIOKyMEHTALIMs Ha CEPHIO U )KYPHAJIbl IPOBEAEHHS UCTILITAHUN MPOBEPEHDI U MOJHOCTHIO COOTBETCTBYIOT
nelicTByronmM TpeboBaHusiM GMP 1 ycloBUSM, U3JI0XKEHHBIM B PETMCTPALMOHHOM YI0CTOBEPEHHH, BbIIAHHOM
COOTBETCTBYIOLLMM PETYJISTOPHBIM OpraHoM. HUKakuX OTKIOHEHHUH WK IPOUCIIECTBUM, KOTOPbIE MOTYT NOBIMATH
Ha KayecTBO Mpernapara, OTMEY€HO He ObLIO.

Santen Oy, Tampere/ Cantan AO, Tamnepe
20-Jul-22/ 20 urons 2022 r.

Qo
O s N OO ~o
Tarja,)]"uovinen
Qualified Person, QA Pharmacist (B.Sc.)/
Tapbst TyoBuHeH, papMaLeBT, CIEUMATUCT MO KOHTPOJIO

KauecTBa (OaKanaBp €CTECTBEHHBIX HayK)

Postal address/ [ToutoBslii aapec Telephone/ Tenedpon
Santen Oy/ Cautn AO +358 3284 8111

PO BOX 33/ [TouToBblii sk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®UHJIAHAWUA



Lecrolyn Batch 1850111 (reference to Certificate of Analysis dated 20.07.2022)

NekponuH Cepua 1850111 (ccbinka Ha cepTuduKaT aHanmsa ot 20.07.2022)

Importing country / CtpaHa BBO3a:

Russia / Poccusa

Marketing Authorisation of importing country /
PeaucmpayuoHHoe yoocmosepeHue CmpaHsl 8803a:

M N015317/01 ot 29.09.2008

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepus u npousgodumens papmayesmu4veckoli
cybcmaHyuu:

Cromoglicic acid / Kpomorauuuesas kucnorta

Batch / Cepwua: 2037349

Manufacturing site / Mpoussogutens:

[ Jcambrex Profarmaco Milano S.r.l. / Kam6pekc Mpodapmako
Mwunano C.p.J1.,Via Curiel 34, 20067 Paullo (Ml), Italy
XFermion Oy / ®epmuoH Oii

Orioninkatu 2, FI-10900 Hanko, Finland

Name and address of bulk manufacturing site /
HassaHue u adpec npuzeodcmea 2o0moesoli nekapcmeeHHoL

gopmei:

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

Name and address of packaging site /
HaseaHue u adpec naousadku, omeevaroweli 3a yrnakosKy:

Primary Packaging site / NnowagKa nepsBMYHOI yNaKoBKM:

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

Secondary Packaging site / MNaowaaKa BTOPUUHON YNaKOBKM:

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

X] Manufacturing Packaging Farmaca (MPF) B.V., the
Netherlands / MaHydakuypuHr MeknaxunH Papmaka (MMN®) b.B.,
HupepnaHapl

Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
HaszeaHue u adpec npouszsodumens (Boeinyckarowuli
KOHMPpOob Kayecmea):

Santen Oy, Finland / AO CaHTaH, ®uHAAHAWA
Kelloportinkatu 1, 33100, Tampere, Finland

Presentation form /

dopma Bbinycka

Eye drops, 20 mg/ml (bottle) 10 ml x 1 (carton pack) /
Kanau rnasHole, 20 mr/ma (dnakoH) 10 ma x 1 (nayka KapToHHasnA)

Stability period / Cpok 200Hocmu:

3 years. After bottle opening - 28 days /
3 roaa. Micnonb3oBaTh B Te4eHue 28 AHeN Nocae BCKPbITUA
¢dnakoHa.

Storage conditions / Ycs08usa xpaHeHus:

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

Leaflet code / Kog UM

Label code / Kop aTukeTku P110600011799
Carton code / Koa nauku KapTOHHOW P101100011795
P090800012551

Test/ MNokasatenb | Requirements/ Hopmbli Results/ Pe3ayabTaTthbl

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 6enbii NOANITUNEHOBBIN GNAKOH, Mo 10 mn B 6enbiii NOANITUNEHOBbIN GNAKOH,
YKYNOPEHHbIW NAACTUKOBOM NPOBKOM-KaneAbHULEN | YKYNOPEHHbIW NAAaCTUMKOBOW NPOBKOM-KanenbHuLuen
C HaBMHYMBAKOLLMICA KPbILWKOM. Mo ogHOMyY C HaBMHYMBAIOLLMIACA KPbIWKOM. Mo ogHOMY
$NaKkoHy BMECTE C MHCTPYKLMEN NO MeAULUHCKOMY | GNaKOHY BMECTE C MHCTPYKLMEn N0 meanLUMHCKOMY
NPUMEHEHMIO MOMELLAIOT B KAPTOHHYHO Nayky NMPUMEHEHMIO MOMELLEHO B KAPTOHHYHO NauKy

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

Page/CrtpaHuua
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Lecrolyn Batch 1850111 (reference to Certificate of Analysis dated 20.07.2022)

NekponuH Cepua 1850111 (ccbinka Ha cepTuduMKat aHanumsa ot 20.07.2022)

with the warning symbol ®, dosage form, quantity
of the medicinal product in ml, dosage,
international non-proprietary name, batch number,
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

with the warning symbol ®, dosage form, quantity
of the medicinal product in ml, dosage,
international non-proprietary name, batch number,
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 3TMKeTKe G1aKOHa Ha PYCCKOM A3biKe
YKa3blBalOT: TOProBOE HaMMeHOBaHWe npenapata ¢
npeaynpeanTeNbHON MapKUpoBKOi ©,
NekapcTBeHHas Gopma, KONMYecTso nNpenapaTa B
M/, AO3UPOBKA, MeXAyHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHWe, HOMep cepuu,
[aTa OKOHYaHMA CPOKA roAHOCTH,
npeaynpeavTenbHas Haanuch: «CTepuabHo.»,
NIOrOTUN KOMMNaHUM NaTUHCKUMK ByKkBamu
«Santen», HAaUMeHOBaHWe U CTPaHy BAajebLa
PEerncTpaLmMoHHOTO YAOCTOBEPEHUA, BHYTPEHHMIA(e)
Koa(bt).

Ha KapTOHHOW NayKe Ha PYCCKOM A3bIKe
YKa3blBaloT: TOProBoe HaMMeHoBaHWe npenapara ¢

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 3TukeTke dNaKkoHa Ha PYCCKOM A3blKe YKa3aHo:
TOProBoe HauMeHoBaHWe npenapara ¢
npeaynpeavTensHOM MapKUpOBKOi ©,
NeKkapcTBeHHas Gopma, KOAUYeCTBO npenapara B
MA, A03MPOBKA, MEXAYHAapoAHOoe
HenaTeHTOBaHHOEe HauMeHOBaHWe, HOMep cepuu,
AaTa OKOHYaHUA CPOKA MOAHOCTY,
npeaynpeauTensHaa Hagnuch: «CTepuabHo.»,
NOrOTMN KOMMNaHMU NaTUHCKUMU ByKBamMu
«Santen», HAaMMEHOBaHWeE U CTpaHy BAaAeNbLA
PerncTpaLmMoHHOTO YA0CTOBEPEHUA, BHYTPEHHMIA(e)
Kona(bt).

Ha KapTOHHOW Na4yke Ha PYCCKOM A3blKe YKa3aHOo:
TOProBoe HaMMeHOBaHWe npenapara ¢

Page/CrtpaHuua
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Lecrolyn Batch 1850111 (reference to Certificate of Analysis dated 20.07.2022)

NekponuH Cepua 1850111 (ccbinka Ha cepTudmkaT aHanmsa ot 20.07.2022)

npeaynpeauTenbHOM MapKUpPOBKoOM ®,
nekapcTBeHHaa Gopma, MexayHapoaHoe
HenaTeHTOBaHHOEe HaMMeHOBaHWe, KONNYeCcTBO
npenapara B M/, KOANYeCTBO GNaKOHOB BO
BTOPMYHOM yNaKoBKe, O3UPOBKa,
npeaynpeauTensbHble HagNUcK: «CTepunbHo»,
«B3pocnble u getn ctapwe 4 net: 1-2 Kanau B
NOpa*keHHbIN r1a3 yeTblpe pa3a B AeHb.», « s
Nle4YeHnA Ce30HHOMO U KPYr/I0roANYHOro
(XpoHMYECKOrO) annepruyeckoro
KOHBIOHKTMBMTA.», «OTNycKatoT 6e3 peuenTa.»,
«MecTHO B rnas.», «llepen npumeHeHnem
03HAaKOMbTECb C NPUIAraeMon UHCTPYKLUEN.»,
«XpaHWUTb B HEAOCTYNHOM A8 AeTel mecTe.»,
«Mcnonb3oBaTb B Te4eHUe 28 aHeln, nocne
BCKPbITUA GNAKOHa.», YCI0BUA XPaHEHMA,
HaMMeHOBaHWe U coaeprKaHue AeNcTByoLLEero
BelLecTsa M BeH3anKoHUA X10pUAa, NepeyeHb
BCNOMOraTe/IbHbIX KOMNOHEHTOB B 1 M/ npenapara,
HOMep cepuu, AaTa OKOHYAHWUA CPOKa FOAHOCTH,
AaTa U3roToBNEHWUA, NOTOTUN KOMMNAHWUK
NaTUHCKMMK BykBamu «Santen», HAUMEeHOBaHME U
CTpaHy BAajAeNbla perncTpaLmoHHoro
Y40CTOBEPEHUA, ABNAIOLWErocA OpraHu3aumnen,
OCYLLECTBAAOLLEN BbINYCKAKOLWMA KOHTPONb
KayecTBa, HOMep pPerucTpaLMoHHOro
YAOCTOBEPEHMA, LUTPUX-KOA, BHYTPEHHUI(E)
KoA(bl).

JononHUTeNbHO MOryT NPUCYTCTBOBATL CPEeACTBA
naeHTMdunKkaumm (CU) Ana MOHUTOPUHTA ABUKEHUA
JIeKapCTBEHHbIX NpenapaToB. Ha Bcex KOMNOHEeHTax
YNaKoOBKM MOTyT NPUCYTCTBOBATb 3aBOACKUE
TEXHO/I0rMYecKne Kogbl U NPOU3BOACTBEHHbIE
TeXHU4Yeckue aetann. MecTo pacnonoXKeHus 1 ugeT
CU, TeXHONOTMYECKUX KOAOB U NPOU3BOACTBEHHbIX
AeTanen MOXeT MEHATLCA B 3aBUCUMOCTH OT
TEXHONOTMYECKMUX 0OCOBEHHOCTEN NPON3BOACTBA.
LiBeToBble OTTEHKM MAKeTOB YNaKOBOK MOryT
OT/IMYATLCA OT TAKOBbIX HA KOMMEpPYeCKon
yNaKoBKe, TaK Kak 3aBUCAT OT TEXHUYECKUX
XapPaKTEPUCTUK NPUHTEPOB.

npeaynpeauTenbHOM MapKMpoBKoM @,
NeKapcTBeHHas Gopma, MexayHapogHoe
HenaTeHTOBaHHOE HaMMEHOBaHMWE, KOIMYEeCTBO
npenapaTa B M/, KOANMYECTBO G1IAKOHOB BO
BTOPUYHOW YNaKOBKe, AO3MPOBKA,
npeaynpeauntenbHble Haanucu: «CTepunbHO»,
«B3pocnble u getu ctapwe 4 net: 1-2 kKanau 8
Nopa)KeHHbIM rNas YyeTbipe pasa B AeHb.», «Ana
NIeYeHMA CE30HHOTO 1 KPYrA0roau4Horo
(XpOHWYECKOro) annepruyeckoro
KOHBIOHKTMBUTA.», « OTNyCKatoT He3 pewuenTa.»,
«MecTHO B rnas.», «llepes npumeHeHnem
03HAaKOMbTECH C NPUIAaraeMon UHCTPYKLMER.»,
«XpaHWUTb B HEAOCTYMHOM ANA AeTel mecTe.»,
«Mcnonb3oBaTtb B TeueHue 28 aHel, nocne
BCKPbITMA GNaKOHa.», YCI0BUA XPaHEHUSA,
HaMMeHOBaHMe U CoAepKaHWe AeNCTByoLero
BelllecTsa M HBeH3aNKoHMA XN10puaa, nepedeHb
BCNOMOraTe/IbHbIX KOMNOHEHTOB B 1 M npenaparTa,
HOMEp Cepun, AaTa OKOHYAHUA CPOKA FOAHOCTH,
[aTa U3roToBNIEHMA, NOrOTUN KOMNAHWUN
NaTUHCKUMM ByKBamu «Santen», HAMMEHOBaHMWE U
CTpaHy BNaaenbla permcTpaLmoHHOro
YyO0CTOBEPEHUA, ABNAKOLWEroCcA OpraHusaumen,
OCYLLECTBAAIOLLEN BbINYCKAOLLMIA KOHTPONb
KayecTBa, HOMep PerucTpaLmMoHHOro
YAOCTOBEPEHMSA, WUTPUX-KOA, BHYTPEHHUI(€E)
Koa(bl).

[ONONHUTENbHO NPUCYTCTBYIOT CPEACTBA
naeHTMduKaumm (CHU) ona MOHUTOPUHIA ABUKEHUA
NIeKapCTBEHHbIX NpenapaToB. Ha Bcex KOMMOHEeHTax
YyNaKoBKM NPUCYTCTBYIOT 3aBOACKME
TEXHO/IOTMYECKME KOAbl M NPOU3BOACTBEHHbIE
TEXHUYECKUE OeTaNun.

Quality of the product is compliant with normative documentation M N015317/01- 211117 with changes Ne 1-4 /

KauecTBo npenapata cooTBeTcTByeT TpeboBaHWAM HOPMaTUBHOM AoKyMeHTauum M N015317/01- 211117 c usm. Ne 1-4

Date/[aTa

Signature/Moanuceb: '*JC’( \‘\ftt M\ ~o

20.07.2022

N

/‘ - ¢
Seal/MNevatb

Tarja Tuovinen
Qualified Person
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