
$anten
Product/ flpeuapar

Product Code/ Koa nperapara
Batch No./ Houep cepuu

Date of manufacturing/

,{ara nponsnoAcrBa
Date of analysis/,{ara anaJwn,a

Date of expiry/ Cpor roAHocrtl

TesU llorasarerrb

Sterility / Crepllrnocrr

Appearance / Onucanne

Clarity / flpo:pauHocrr

Colour / I-[nerHocrr

ldentification / UV / Sodium
cromoglicate /
floArusHocrr /Y@-
cnexrpoQoroMerpl{t I uurput
KpoMorJlnKar

Identification / HPLC / Sodium
cromoglicate /
flonnuHuocrr / B3XX I uarpun
KpoMoruIHKar

Identification IHPLC I
Benzalkonium chloride /
florunssoct / B3XX /
6eusarroHl,tt xJIopI,IA

Postal address/ flomoaslfi aaPec

Santen Oy/ Cagr:H AO
PO BOX 33/ floqronufi rutnx 33

FIN-33 IOO TAMPEREi FIN.33 IOO TAMNEPE
FINLAND/ OI4HTflHNVfl

CERTIFICATE OF ANALYSIS/
C E PTI,IOI4KAT AHAJII,I3A

LECROLYN,20 mglml, eye drops, l0 ml /
JIEKPOJIIIHT2O urlml, KarJtIt rualHue, l0 u.n

30813
18501 l l
0t/2022

02/2022

0t/2025

Requirements/ Hopmu

Product must be sterile /
Ilpenapar AoJIxeH 6urr crepulrHrttr,t
Clear, colourless or slightly yellowish
solution/ llporpa,ruufi 6ecqserHttfi nrlr
cJrefKa xelronarrtfi pacrBop

Results/
Pery.nrrarul

Sterile/
CreprurnuI
Complies/
Coornercrnyer

Product must be clear or stand comparison Complies/
with reference I/ CooraercrnYer
llpeuapar AonxeH 6rtrr upo:paqHblM lulu
BbrAepxl,rBaTb cpaBHeHI{e c aralosov I
Product must be colourless or slightly yellow Complies/
and stand comparison with reference Y7 / Coornercrnyer
flpenapar AonxeH 6Hrr 6ecuserHblM llJIlI
cJIerKa xeJIToBaTHM I4 BbIAepXI{Barb

CpaBHeHLIe C sraIOHOlvt Y7
UV-spectrum of absorption of the sample Positive/
solution in the range of 220 wrt to 350 nm floroxureruHaq
must correspond to UV-spectrum of the

standard solution of sodium cromoglicate /
YO-cnexrp noruIouleHltt tlcnblryeMoro
pacrBopa s o6racrn 220 ruu - 350 tna AoJIxeH

coorBercrBoBarr YO-cnexrpy craHAaprHoro
pacTBopa HaTpI4fl KpoMornI4KaTa

Retention time of the main peak on the Positive/

chromatogram of test solution must llorox[reruHas
correspond to the main peak on the

chromatogram of sodium cromoglicate
standard solution /
Bpeur yAepxnBaH[rl ocHoBHono rll4Ka Ha

xpoMarofpaMMe l4crlblryeMoro pacrBopa

AOJrX(HO COOTBeTCTBOBaTb BpeMeHI'r

yAepxLIBaHIrt OCHOBHOIO nltKa Ha

xpoMarofpaMMe craHAaprHoro pacrBopa

HUTpLTA KpoMoruILIKara

Retention times on the chromatogram of test Positive/

solution must correspond to retention times of lloloxurelruar
benzalkonium chloride Cl2, Cl4 and C I 6

homologue peaks on the chromatogram of
benzalkonium chloride standard solution /
BpeueHa yAepxI{BaHITJI nlIKoB Ha

xpoMarofpaMMe [cnblryeMoro pacrBopa

aoJIXHbl COOTBeTCTBOBaTb BpeMeHaM

yAepxlIBaHI.It tttIKoB roMoJloroB 6eH:a.[xoHnq

x;ropr.rAa Cl2, Cl4 ra C l6 na xpoMarorpaMMe

craH.[aprHoro pacrBopa 6eHsar ronuq
xJropxAa

Telephone/ TeleQon
+358 3 284 8l I I
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Units/
EAnnnuu
n3MepeHnfl



$anten CERTIFICATE OF ANALYSN/
CEPTI,IOI,IKAT AHAJI}I3A

LECROLYN,20 mg/ml, eye drops,l0 ml /
JIEKPOJII,IH,20 urlun, KanJrrr rualnue, 10 nr.n

Requirements/ Hopuur

18,0 -22,0

Page2/3
Crpaunua2/3

Results/ Units/
Pery.nrraru EAnnnuur

n3MepeHI|q
20,4 mg/ml

ur/un

0,049 mg/ml
ur/un

5,1

105 %

He o6uapyxeuo

296 mOsm/kg
rr,rOcu/xr

4 mPa.s
ufla c

0,06 %

ProducV flpenapar

Product Code/ Kon rpenapara 30813
Batch No./ Houep cepun 18501I I

Date of manufacturing/ 0112022

.{ara npon:ao.rlcrBa
Date of analysis/,{ara aHatv3a 02/2022

Date of expiry/ Cpox no.uHocrrr 01/2025

Test/ florasareru

Assay / HPLC /
Sodium cromoglicate /
KorrrecrBeuuoe onpeAeneHne /
B3XX / uarput KpoMorurr,rKar

Assay/HPLC/ 0,04-0,06
Benzalkonium chloride /
Kor[qecrseHHoe oupe.uelerure /
BSXX / 6ensamoHr.rr xJropr,rA

pH 4,0 - 6,0

MexaHuqecx[e BKJr]oqeHriq visual inspection /
B u4nrr,r sr e BKJrroqeHHr rrpr,r Br,r3ytutbHoM

ocMorpe .(oJrxHbr oTcyTcTBoBarb
Osmolality/ Ocrraolrrrsocrr 260 - 340

Viscosity/ Bssrocru 2-5

Dispensable volume / > 100
O6lertl co.4epxnMo ro yrraKoBKr.r

Mechanical impurities/ Visible particles must not be present during Not detectable/

Relatedsubstances/HPLC/ <1,0
Sodium cromoglicate I Total I
PoAcrselruue rrpnMecr / B3XX /
Harpwfl KpoMornrlrar / cyuua
npnuecefi
Related substances /HPLC I 50.5
Sodium cromoglicate / single
impurity /
PoAcrneHnue npr.rMecr /B?X.X /
Hurpr4fl KpoMonJrrlKar I e Aurn'anat
npl,IMecb

rrt 2.55 0.06 %

BLOQ/HIfKO : Below Limit of Quantitation/ Huxe npe.uela KoJrr4qecrBeHHofo onpeAeJreHut
ND/HO : Not Detected/ He o6HapyxeHo
RRT/OBy - Relative Retention Time/ OrnocnreJrbHoe BpeMr yAepr(vrBaHwfl

I hereby certifu that the above-mentioned batch was produced and quality control tested in accordance with the
approved master formulae, process instructions and quality conffol 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/ floqrosrrii a,upec Telephone/ TeneQoH
Santen Oy/ CaHTTH AO +358 3 284 8l I I
PO BOX 33/ floqronufi rurux 33
FIN.33 lOO TAMPERE/ FIN-33 I OO TAMNEPE
FINLAND/ OHHJIflHAVIA



$anten CERTIFICATE OF ANALYSN/
CEPTHO}IKAT AHAJII,I3A
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ProducV llpenapar LECROLYN, 20 mg/ml' eye drops, l0 ml /
JIEKPOJII,IH.20 ur/ru.n, KanJrIr r.lalnue' l0 un

Product Code/ Kol rperapara 30813
Batch No./ Horvrep cepnu 18501 I I

Date of manufacturing/ 01/2022

,{ara npou:no.4crBa
Date of analysis/.{ara aHa;tv3a 0212022

Date of expiry/ Cpor roauocru 0112025

Hacroqu[v rroATBepxAarc, qro yKzBaHHar Bbrue cepur npoH3BeAeHa, u KoHTponb KaqecrBa npoBeAeH B

coorBercrBr,rn c AoxyMeHTatrneit sa cepno, rexsolornefi npol43BoacrBa I,l MeroAI,IKaMI{ KoHTpoJIt Kar{ecrBa.

[oryueHraurlJr Ha cepno u xypHaJrbl npoBeAeHr.u ucnurauufi npoBepeHhl l{ ttoJlHocrblo coorBercrBylor

Aeficrnyroulr,rlr rpe6onanlurra GMP u ycJroBr,trM, h3JroxeHHbrM B peflrcrpaquoHHoM y.4ocroBepeHl,lll, BhIAaHHoM

coorBercrByroilInM peryrtropHbtM opraHoM. Hnxarux orrutoHesufi Irrn rtpouctuectnn[, KoropHe MoryT TIoBJII'ltrb

Ha KaqecrBo lpeflapara, orMeqeHo He 6ruo.

Santen Oy, Tampere/ Canr:s AO, Taunepe
20-Jul-22 I 20 vrols 2022 r.

a\-a\
\qr -\t-t6-r,(\r€ -r,
Tarja huovinen

Qualified Person, QA Pharmacist (B.Sc.)/
Tapur TyonuHeH, QapuaueBT, cneuu€IJllrcr no Konrponlo
KaqecrBa (6axananp ecrecrBeHHbtx nayx)

Postal address/ flo.rroBbrfi aApec Telephone/ TeleQou

Santen Oy/ Carr:H AO +358 3 284 811I

PO BOX 33/ floqrossrft ruux 33

FIN.33 IOO TAMPERE/ FIN-33IOO TAMIIEPE
FINLAND/ @VHJIflHLVfl



Lecrolvn Batch 1850111 (reference to Certificate of Analvsis dated 20.07.20221

.ff exponrH Ceprn 185011L (ccutnxa ua ceprr$rKar aHa,nh3a or 20.07.2O221

lmporting countrv / Crpaxa BBo3a: Russia / Poccrn

Marketing Authorisation of importing country /
Peeucmpoquouuoe ydocmoeepeHue cmpaHbt eao3o:

n N015317/01 or 29.09.2008

Active Pharmaceutical Ingredient batch and
manufacturing site /
Cepun u npouseodumena fiopnaqeemuqecxoil
cy6cmanquu:

Cromogficic acid / Kporuornuqneaaf, Krcrora
Batch / Cepra: 2037349
Manufacturing site / flponreo4rreau:
!Cambrex Profarmaco Milano S.r.l. / Karvr6pexc flpoQapmaxo

Mnaaxo C.p..tl.,Via Curiel 34, 20067 Paullo (Ml), ltaly

IFermion Oy / OeprvrnoH Ofi

Orioninkatu 2, Fl-10900 Hanko, Finland

Name and address of bulk manufacturing site /
Haseouue u odpec npuaeodcmea zomoeoil nexapcmeeuuoil
boouat:

NextPharma Oy, Finland / AO HexcrOapma, Orxanx4rR
Niittyhaankatu 20, 33720, Tampere, Finland

Name and address of packaging site /
Hosaanue u odpec nnouqadxu, omeeqopulei eo ynaxoexy:

Primary Packaging site / flaorqaAxa nepBxqHoi ynaxoexr:

NextPharma Oy, Finland / AO HexcrOapnna, OrxaRu4rn
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / Ilnor4aAxa Bropl,tqHofi ynaxoaxu:

f] NextPharma Oy, Finland / AO HexcrOapma, Ouuanu4rn
Niittyhaankatu 20, 33720, Tampere, Finland

[] Manufacturing Packaging Farmaca (MPF) 8.V., the
Netherlands / Maxy$axqyprHr flexr4xrH Oapmaxa (MnO) 5.8.,

Hr4epaaH4ut
Neptunus L2,8448 CN Heerenveen, the Netherlands

Name and address of release site /
H agea u ue u a d pe c n po uaeod u m ena ( B anycxo to t4u il
KoHmDonb xoqecmeo):

Santen Oy, Finland /AO CaHrsH, @unnaa4ua
Kelloportinkatu 1, 33100, Tampere, Finland

Presentation torm I
(Dootrna BbtnvcKa

Eye drops, 20 mg/ml (bottle) 10 ml x 1 (carton pack)/
Kanlr raagxsrc,20 mrf mn ($aaxoH) 10 lrnn x L (navxa xaproHxan)

Stabifity period I Cpox eoduocmu: 3 years. After bottle opening - 28 days /
3 ro4a. l4cnonugosarb B TerreHr4e 28 4Hei noc,ne BcKpbtrt4r

$aaxona.

Storage conditions I Ycnoeun xpoHeHun: Keep at the temperature not higher than 25"C /
f.lpr renneparype He sutuJe 25'C

Labef code I Ro4eruxetxn P110600011799

Carton code I Ko4 navxr xapronxoi P101100011795

Leaffet code I Koa 1,1M1'l P0908000125s1

Test/ floxasarenu Requirements/ Hopanur Results/ Pegynurarur

Packaging /
Ynaxoexa:

10 mL in a white polyethylene bottle, closed with a

plastic dropper tip with a screw cap. One bottle
with the package leaflet is packed into a carton/
l-lo 10 ma e 6eauri no/u4ar4,neHoeurfi Snaxon,
yKynopeH H br i na acrh xosoi n po6xofi -xa ner ux r,r r.r,e il
c HaBrHqt,tBaou.r,nicn xpurmxoi. I1o o4xorvry

$naxony BMecre c nHcrpyKlr,t,tei no me4rqrHcKoMy
norMeHeHr1o noMeuatoT B KaoToHHvlo nar{KV

10 mL in a white polyethylene bottle, closed with a

plastic dropper tip with a screw cap. One bottle
with the package leaflet is in a carton/
flo 10 ma e 6enuri no,nr4arl4.neHoeutfi $naxoH,
yxynopeHHbrfi naacrhxoeofi npo6xofi -xaneauxrqefi
c HaBhHr{taBarcqricn xpururxoi. flo oAxorvry

QnaxoHy BMecre c hHcrpyKl-lrei no me4nqrHcKoMy
NDTMEHCHT}O NOMCUEHO B KAPTOHHVto NAqKV

tabelling /
Mapxupoaxo:

The followins information is indicated on the label
in Russian: the trade name of the medicinal oroduct

The following information is present on the label in

Russian: the trade name of the medicinal product

Page/CrpaHrr-1a
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Lecrolvn Batch 1850111 (reference to Certificate of Analvsis dated 20.07.2022)

.l'f exponrH Cepr,rn 1850111 (ccutnxa ua cepruQrKar aHa.nr3a 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 followins information is indicated 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 (lS)

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 Sl, 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 artaxerxe dnaxoHa xa pvccxoM ngutxe

vKa3btBaloT: ToproBoe HanMeHoBaHxe npenapaTa c

npeAynpeAhrenuuoi mapxrpoaxoi @,

/reKa pcrBeH H an $opma, Ko/t l4'{ecrBo n pena para B

Mn, AO3X pOBKa, MeX{AyHapOAHOe

HenaTeHToBaHHOe HahMeHOBaHile, HOMep Cepvn,

AaTa oxoHqaHxR cpoKa roAHocTtl,

npeAynpeArrerbHaR HaAnrcb: <CteprauHo.>,

,noror[n KoMnaH nh,narr HcKt4Ml4 6yxeatvtr

<Santen>, HahMeHoBaHre r crpaHy BraAenbqa
pe rh crpa qr o H H o ro yAocro Be pe H tafl , a xyrpe n n ra fi ( e)

xo4(ur).
Ha xaproxHoi na,{xe xa pvccxoM nautxe

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 "5anten", 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 (lS) for
monitoring the movement of drugs. On all

components ofthe package are factory production

technology codes and technical details. /

Ha gtnxerxe OnaxoHa xa pvccxotvt Rgutxe vxagaxo:

TOproBoe HarMeHoBaHile npenapaTa c

npeAynpeArreruxoi mapxrpoexoi @,

,eKapcrBeHHan Qopua, KonrqecrBo npenapara B

Mn, AO314pOBXa, MeXAyHapoAHoe

HenaTeHToBaHHOe Ha14MeHOBaHre, HOMep cepvn,

AaTa oKoHqaHrf cpoKa roAHocTl4,

npeAynpeAhre/rbHaF HaAnrcb: <Creprnuuo.>,

,nororh n KoMna H 1414 /rarr HcK14Mt4 6yxeamr
(Santen)), HahMeHoBaHile 14 crpaHy BnaAenbqa

perrcrpa qroH H oro yAocro Be peH hr, eryrpeH H ra fi ( e)

xoA(ur).

Ha xaproxHoi na.{xe Ha pvccxofvl Rgutxe vxaaaHo:

: ToproBoe Hal4MeHoBaHxe npenapaTa c ToproBoe HahMeHoBaHhe npenapaTa c

Page/CrpaHrar-1a
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Lecrolvn Batch 1850111 (reference to Certificate of Analvsis dated 20.07.20221

.flexpoanx Cepran 18501L1 (ccuraxa Ha ceprr$rKar aHalh3a ot 20.07.2O221

npeAynpe.qxrer uHofi napxupoaxofi @,

.neKa pcrBeHHan $oprvra, Mex{AyHapo.qHoe

HENATEHTOBA HHOC HA14MEHOBAHl,iE, KO,Nfi qCCTBO

npenapaTa B M,n, Ko,n[qecTBo QnaKoHoB Bo

aropnvxofi ynaxoBKe, Ao3t4poBKa,
npeAynpeAhre/rbH bre HaAnhcr : < Crepil,n bHo>,

<Bapocaure v Aern crapuJe 4 ner. I-2 xann't B

nopaxennuti rra3 qerbrpe paaa a 4exu.>, <.Qrn

.negeHhfl ce3oHHor-o h KpyrnoroAlqHoro
(xpox rvecxoro) aaaeprr,recKoro
KoHbroH Krr4Brra. >, < Ornycxapr 6ea peqenra. )),

<Mecrxo B r/1a3.)), (nepeA nprMeHeHneM
o3HaKoMbrecb c npxnaraemoil nxcrpyx4ueil.>>,
<XpaHrru B HeAocrynHom 44n 4ereil Mecre.)),

<J4cnoauaoearb B TeqeHtae 28 4xefi, nocae
BcKpbrrrfl 0raKoHa.)), ycnoBnfl xpaHeHrf, ,

HarMeHoBaHhe h coAepxaxre 4efi creytor4ero
Beu4ecrBa r 6exgaaxoH nA xnopvAa, nepeqeHb

BcnoMorare/tbHbrx KoMnoHeHToB B L ana npenapara,
HOMep Cepnn, AaTa oKoHqaHrR cpoKa roAHocTl4,

AaTa [3roToB neHAf, , /toroTl4n KoMnaHh14

naruHcKuMu 6yxaarur ( Sa nten )), Ha xMeHoBa H r e H

crpaHy BnaAenbqa perrcTpaqxoHHoro
yAocToBepeH 14fl , f 8rf rorJr,erocR o pf a H r3a qne i,
ocyl4ecrBnn ]oqei eur nycxarcu4ufi xoxrpoau
KaqecTBa, HoMep perrcrpaqhoHHoro
yAocroaepe H nB, wrpux-Ko4, exyrpex H r fi (e)

xo4(ur).

,Qon ol H rrea b H o Moryr n pr cyrcrBoBarb cpeAcrBa

r4e nrr$r xa q nn (CV1),4nf, Mo H r4ro pta H ra ABrxe H Hfl

/texapcrBeHHbrx npenaparoa. Ha acex KoMnoHeHTax

ynaKoBK14 Moryr nphcyrcTBoBaTb 3aBo.qcK14e

TexHo,norrqecKre KoAbr r npolt3BoAcTBeH Hbre

TexHri'.recKre Aerann. Mecro pacnonolxeHr4R 14 qBer

Ch, rexxoao rrqecxrx KorqoB h n pon3Bo.qcrBe H Hbrx

4eranei Molxer MeHRTbcfl B 3aBhcnMocrl4 or
TexHororrqecxrx oco6ex xocrefi nporaaoAcrBa.
Lleeroeure orreHKh MaKeroB ynaKoBoK Moryr
orrr4qarbcf, or raKoBbrx xa xommeprecxoi
ynaKoBXe, TaK KaK 3aBhcflT oTTexHrqecKhx

npeAynpeAhrenunofi mapxrpoaxoi @,

/reKa pcrBeHHan Qoprvra, MelKAyHapoAHoe

HenareHToBaH Hoe HahMeHoBaHhe, Ko,n14qecrBo

npenapaTa B M,n, xo,f[4'{ecTBo Q/laKoHoB Bo

eroprvHoi ynaKoBKe, Ao314poBKa,
n peAyn peA[Te.n b H bre HaAnvcvl; < Ctepr,n bno >,

<Bspocnure n Aern crapuJe 4 ner:1,-2 Kan,nil B

nopaxexxuri r,na3 qerbrpe pa3a B AeHb.)), <<AnA

,neqeHrfl ce3oHHoro n KpyrnoroArqHoro
(xponrvecxoro) arneprnvecKoro
KoHbroHKThBnra. >, < Otnycxator 6eg peqenra. )),

<Mecrno B r.na3.D, <flepe4 nprMeHeHheM

o3HaxoMbrecb c nprnaraemoi rHcrpyx 4neil.>>,
<Xpaxnru B HeAocrynHoM Arrtn AeTei Mecre.)),
<l4cnoaogoBarb B TeqeHre 28 4Heil, nocae

BcKpbrrr,rR Qnaxona. >, ycnoByrs xpaHeHrR,

HahMeHoBaHhe H co,qepxaxhe Aefi creytoqero
Beuj,ecrBa r 6exgaaxoH vn xnopuAa, nepeqeHb

BcnoMorare,nbHbrx KoMnoHeHToB B 1 mn npenapara,

HOMep Cep|,!.n, Aara oKoHqaHnn cpoKa foAHocrl4,

Aara L13roroB neHnfl,.fl oroTiln KoMnaHnh

narntcKnwn 6yxeamr (Santen), HarMeHoBaHtae r
cTpaHy BnaAenbqa perrcTpaLlvroHHoro
yAocToBe pe H rf, , fl B.nfl ro ule rocn opra H r3a qu efi ,

ocyu{ecrBnfl tou-1ei aur nycxa nu.1r il xoHrponu
KaqecTBa, HoMep pen4cTpa LuoHHoro
yAocroBepeH nR, uJrpHx-Ko4, axyrpex Hrfi (e)

xoA(ur).
p,onon H rrenbHo nphcyrcrByror cpeAcrBa

n 4e m n$ nxaL\n n (Cl4l Anf, M o H l4ro p t4 H I a ABU x<e H nA

.neKapcrBeHHbrx npenaparoa. Ha ecex KoMnoHeHTax

ynaKoBKr npncyrcTByroT 3aBoAcKhe

TexHo,norhqecKue KoAbr 14 npoh3BoAcTBeHHbre

TexHrqecKhe AeTaAn.

Quality of the product is compliant with normative documentation fl N015317/01- 2!LtL7 with changes Ne 1,-4 /

Kaqecrso npenapara coorgercrByerrpe6oaaHnflM HopMarhBxoil 4oxymexraqrn fl N015317/01- ZILII7 c naril. Ns 1-4

Date/Aara

Signature/floAnxcb:

20.07.2022

Q*r' Qra r-'t a--t* --, seal/fleqaru

3[,n,{:f!:'?l,'
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