AEKJIAPAIIASE O COOTBETCTBHHU

JEKJIAPAHT, IPIUHUMAIOIHH AEICIAPALINIO O COQTBETCTBUY

000 "Hosapmue Gapua®

3apeaucipupocane : Meacpaiionnas uncnexyus ®HC A2 46 no 2. Mocxee OFPH 1067761778083 om
27.12.2006

Adpec:123315, 2. Mocksa, Jlennzpadcruii npocnexm, 0. 72, kopnye 3. Teneghon: 8(495)967-12-70.

B anye:Jenepanonniti Qupexmop Koneposa H, A,

Hoeepemnoe nuyo: Tiopun A.B.

Hoscpennocme: 6/n om 04.07.17

JAJIBJLIET, YTO

Jiekapenoentioe cpedcmoo: Maxcudere, xannu anameie 0.1% 5 i, haaron-xanenvianps "Droptainer™ (),
nauki kapmoue, pez No ITN013731/01 om 11.12.2008 ( dama samenvt FY 12.04.2017)awdane Hosapmuc
Papva AT, Lleciiyapun, cepur 18DI9FC, napmus 28130 ynaxoeox, 200en do 19.04.2020, nponseedcmen c.q.
Anwon-Kyopep n.6., Benveus, s.a, Alcon-Couvreur n.v., B-2870, Puurs, Belgium, xod OKITH2 21,20.10.261, xad
TH B3] 3004320009, xonmpaxnt Ne NPHILC-2012 om 01.05,2012, uneotic Ne 2001341965 om 06.06.2018

COOTBETCTBYET TPEEOBAHHSIM

JIN0I3731/01-111208 uzns. NoJ-4

JABIKJIAPAITHA TIPIIHATA HA OCHOBAHUH

npomoxon ucnoimanuii Ne 18-004054 om 14.06.2018 Q00 "HIIC "Buomexnonozun™, ammecmam
axepedumanuy RA.RU.21 @MO4, Cepmughuram POCC BE.OMIL.C69691 om 14.06.2018

IATA TIPITIE 'ﬁi‘}zsgnnmrm 14.06.2018
mmaﬁmm,zmn; BRTEJ HO 19.04.2020

% 'lw‘)r,"_‘.i iz

AT y \ / Tioprn A.B.
\:ew,:qpmam icd moAmicy G0
\ l'ut‘\'_..:;d"’ ;
CBEJEHHS O PETHCTPAIITAUA :

OPFAH IO CEPTHDUKAIINY, 3APEMCTPHPOBABUINT JEKIAPAIIMIO

RA.RU. 11 OMU OPTHH IO CEPTHOMIALHHA TPONYKLUH OFU[ECTBO C OF PAHERHOK
OTBETCTBERHOCTHIO "DOPMAT KAULCTBA", adpec opeanuzayuy » 109428, 2. Mockaa, 1-viti Basocexuit
npoead, 9. 5, cmp. 1, adpece apzana no cepmudiuxanuu: 129626, 2, Moexea, I-as Memunguncran, 0. 25, men.
(493) 783-19-08

ILEKJIAPAIHEIH O COOTBETCTBHH 3APETHICTPHPOBAHA A POCC BE.OMILA17132
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MUHHRCTERPCTHO '],.'1 PAROOXPAHENHH
POCCHCKOH B LPAT LI

Peiucipanunonnoe y10cioBepedue g
JCRAPCIBCHHOL O UPEHAPATA LIS METHHITHCROTO HPUMCHEeH s '

Teery 't

I NO13731/01 2

{1OMEp PeTLCTPBINOHIOIO YAOUTOBEPENUA AEKUPCTBCINOTO OPLNapaTa)

e = mme e e e - - —_— - b i

Haumenonanne uepfh'urenn (nnane.ubu.l)
PeruerpanioOHHOre yAOCTOBEPeHN
JERAPCTBCHHOI0 NDCARDATA

Hosapruc dvapma AT, Lsefiuapin
Novartis Pharma AG
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Allpee MecToOHaXO®RICH A
ACPAATEIR(BIAXCILIA) PErCTPALHOHIIOND
YAOCTOBEPCHI JACKAPCTBENIOL O 1penapaTa '
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Hata rocynapeTeesnail perneTpaunn 11.12.2008 s
JIERAPCTBERIONO NpenapaTa e

Lichtstrasse 35, 4056 Basel, Switzerland

Cpox aeiieTaus pericTpaunonnore

. Geccpoulio
)’IIOC FOBCDCI!IUI .'leKﬁ[}ETBeIlHO['O npcnnpa’ru

|

Jara Brecenns HiMeHennii B perncTpaionnoe
YAOCTOBCPCRIC NEKAPCTBCHIOID PRIAPATR
i{nara 3aMen perucTpannonnoro
{YNOCTOBCPEIIA NEKAPCTRENIONO IPERAPaTa)

12.04.2017
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;Toproroe nanMeioBarite | Marcnaexce®
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iMesaynaponnoe HenaTeHToBANOE, K I
{CPYNANpoOBOTI0e, HAH XIIMHUCCKOE CKCANCTAION
'
(HalyenoBamie
L

J]C!ulpl:‘l sennasn dopmi KaTUu riasiible

Jlosnpopka | 0.1%

rl{auccTBe LI COTTAB i KOAHUCCTBCHKLI COCTAB AeliCTBYIOIMNX Belect B § KAMCCTBCHHELI c0CTAD P
BCMOMOTATCILHBIX BEIECTR A

nekcaserason 1.0 mr, Benosarareasuste semectna (GeH3MIKOHIA XIOPILL. AMHATPHA ristpodocdar
;GezpoanLiit, noancopdar 80, AMAATPIA 2RETAT, HATPHS XIOPILA, FHIPOMEIN0IA
I(r:mpoxcunponimmenmuen.ruonoza), KIC10TA MIMORHAR MOHOIMAPAT WL HaTPHR MIAPOKCHI, BOAA
owumcmmﬂ)

(Popwma voinyeka (mewaperaennan opma, |kanni ﬁasnhte 0.1% (qmamu KanCHbHIIA
AD3NPOBKA, NEPBHYUNAY YIAKOBKY, KoTneerno «Droptainer™») 5K x | (nauia kaprounas)
aerkapersennedl fopyue B nepsutnoi 1
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Crpannua 2 pericrpalilOHHOTO yA0CToBepeH A Ne
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.

MECTOUAXORACHHT |

[IpoiBocTRENRLIE TUIOILAAKE, YHACTBYIONIIC 8 NPONECCe MPON3BOACTRA nel:apcrncm_lgirp
NpenapaTay ¢ YKAIAHWEM CTALII IPOHM3BOACTEE, HAIBaMNIT Il PARTIMCCRIN aj/1pecoB
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\Tpowseodunters (Bee cntadiun npouIREdCMBy) -

c.a. Ailxon-'l{yaplep H.B., Egnbrifs 7 o

\

- . ‘ s.a. Alcon-Couvreur t.v,; Belgium

Tar v

Rijksweg 14, B-ZS’_:'O,'NU_[S, Belgium

-
PR v
Ut - R -
. - S
: -~ w '
- A N

'
H
i
'

e

" HLH., Karpamansu

- A . { '
- - - ! Lo
et Lo P T
- B - : L
- ;
.
.
,
.
v s
. -
R
P
. L
. v . -
. . =
. 4 . R
oty - b
Y- A ' =
. ’ .
ro '
.
4 v
I R -
ar ' v .Y
i o, N
r f
. '
' LR
T
v
- - R
v N g N
' i . .
'
e * y




CEPTU®UKAT AHATTU3A
Certificate of analyses

Hasnawmie npenapara (PRODUCT NAME) Makcraexce®, 0,1% kanau raasnsie S ma
(Maxidex, 0,1% eye drops 5 ml)

ITpoussoautems (Manufacturer) c.q. Aaxon-Kyspep .., Bensris
{s.a. Alcon-Couvrenr n.v., Belgium)

Jata nponzpoactea (MANUFACTURING DATE) 19/04/2018

I'ogen no (EXPIRE DATE) 19/04/2020

Koa crpannt (COUNTRY CODE) RU

HOMEP 111 CCBLIKH (VO REFERENCE NUMBER) 201726629

KOA NPOOYKTA (PRODUCT CODE) 60615D

HOMEP CEPHH (BATCH NUMBER} 18D19FC

Onucanne (Appearance) CootsercTByeT(pass)

Moanunnoctek gexcamerasona (TCX) (ID Dexamethasone) (TLC) CooteercrByer(pass)
NMomnnrAoCTe  AekcamerazoHa (BIXKX) (ID  Dexamethasone) Coorsercrayer(pass)

(HPLC)

Moanuunocts Getnzankouus xnopuaa (ID Benzalkonium chloride) Cootpercreyer(pass)
TMopmurocTs AuHaTpHa aeTata (ID Disodium Edelate) CooteeTcTRyeT(pass)
pH 5.6

Pasmep uactuu {Particle Siz¢):
He Gonee 20 uacril - Gonee 25 MM (NMT 20 particles>25um) 0 Yactuusl (particles)

He Gonee 2 uactHy - bonee 50 mxm (NMT 2 particles>S0pm) 0 Uacruus (particles)

Yactus! 6osee 90 MxM - oteytersyioT (0 particles > 90 pm) 0 Yacrrus! (particles)
Pecycnennupopanne (Redispersibility) 10 cexkynzs! (seconds)
OcmonansHocTs (Osmolality) 272 MOcm/xr (mOsm/kg)

Popcreennete npumecd, [TpOAYKTHl JECTPYKUMH JEKCAMETA30HA
(Related impurities. Dexamethasone Degradations products):

AL-5447 0.1% or  nexcamerazona (% of
Dexamethasone)
AL-5202 0% ot aekcamerazona (% of Dexamethasone)
AL-5203 0% ot nexcamerazona (% of Dexamethasone)
AL-585 0% ot gexcamerazona (% of Dexamethasone)
AL-5340 0% or nexcamerazona (% of Dexamcthasone)
AL-37691 0% or nexcamerazona (% of Dexamethasone)
Compound P 0% ot pexcamerazona (% of Dexamethasone)

Jliofo#t  emuumumbld  HewaeHTupuuMpyemuli  mpogykt 0% ot mexcamerasona (% of Dexamethasone)
necrpykuuH (Any single unspec. Deg. Prod.)

Cymma npoayxron gectpykuHH (Total Deg. Products) % ot pekcamerazona (% of Dexamethasone)
KonuuectsenHoe onpenenente (Assay):
JHexcameraszon (Assay Dexamethasone) 103.5 % ot 3aspnennoro copepxanns (% of
label)
Benszanxonua xnopua (Assay Benzalkonium chloride) 96.5 % oT 3aHBJIEHHOrO coacpxanua (% of
Tabel)
Hunarpud anerar (Assay Disodium Edetate) 99.4 % ot 3agBneHHoro coxepxauug (% of
label)
Crepunsaocts (sterility) CrepunsHeifi (sterile)
O6weM cogepaumoro ynakoexH (Fill volume) 5.050
wma (ml)

This product has been produced in accardance with the E.C. dircctives and GMP requirements, It complies with product specifications as per preduct dossier, All
product requirements are fulfilled, the specifications are met and the product is released for sale.

JMaunwiit npeayKT NPONIBCAEK B CooTRETCTBIN € AlipekTRDAMH E.C, 1w Tpefopaniamu GMP, CooTpeTcTBYeT CHIENGIKALIEM RPOAYKTA COINACI0 10Che
npoayxrTn. Cobmoacurt oee TPeGOBAHNG K NPOAYKTY, IPOAYKT COOTRETCTOYET TPLGOBAINM Crreli i kanisi 1¢ BLITYIIC! AR NPeadAIL.
Name/signature

NpownssogcreeHHLth thapmalesT

K. Verresen
Industrial Pharmacist
07/06/2018




