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ANALYSIS CERTIFICATE
AHAJIMTUUECKUH MTACIIOPT
TESTS [llokazarciu SPECIFICATIONS CHELUMOHKALIMA Results/Pe3vnbTarsl
Appearance Clear, colourless, odourless liquid conforms
QOunucanmne TMpospaunas GecliBeTHas KUAKOCT Ge3 sanaxa COOTBETCTBYET
pH From 3,3 1042 3.6
pH Or33104.2 3,6
Average content Not less than 25 ml conforms
HoMuHalbHbI 00beM He menee 25 Mn COOTBETCTBYET
Particulate contamination Visible particles should be absent at the visual conforms
control over a dark and light background
BHANMBIE YACTHLL! ODKHBL OTCYTCTBOBATH MPH
MexaHUyecKkue BKITIOUEHHA BU3YAIEHOM KOHTPOJIE HA TEMHOM H CRETIIOM COOTBETCTBYET
¢done
Identification
[loAnHHHOCTE
PolymyxinB sulphate positive conforms
Mosumukcuna B cyashar [IOJIONCHTETBHO COOTBETCTRYET
Neomycin sulphate positive confornis
Heomuumia cyabdar HOMOMKHTEIBHO COOTBETCTBYET
Lidocaine hydrochloride positive conforms
JIuaOKaMHA THIPOXJIOPHL [ONOKHTENLHO COOTBETCTBYET
Microbiological contamination:
MuKpoGHonoryieckas HucTora:
Total viable aerobic count and not more than 1(? micro-organisms conforms
moulds/ml
OfLuee HHCI0 KU3HECIOCOBHBIX ye Gonee yem 10% MUKPOOPTaHH3IMOB COOTBETCTBYET
a3poBHEIX MHKPOOPIaHH3MOB 1
rpubos Ha MA
Pseudomonas aeruginosa/l ml absent/donaiciel OMCymCcmeosame conforms/cOOTBETCTRYET
Staphylococcus aureus/ ml absent/ QonxcHbl OMCYIMCMBOEAMb conforms/COOTBETCTBYCT
Enterobacteriaceac/ I ml not more than 10" micro-organisms conforms
He Gosee yeM 10! MUKPOOPranusmMon COOTBETCTRYET
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TESTS Tokaszarenn

Results/Pesynurars

Assay
Konuuecrpennoe onpejienenue
Polymyxin B sulphate/100 mi

Honumuxcnua B cynndar

Neomyein sulphate/100 ml

Heomuuuna cynsdar

Lidocaine hydrochloride/100 ml

JInnokauua PHAPOXIOpH

Benzalkonium chioride/100 mi

beusanxonus xnopus

Packaging

Vnakogka

From 900 000 10 1 100 000 I.U
(90-110 % of labelled)

Ot 900 000 10 1 100 000 ME

90-110 % ot ykasanuoro na >TkeTke

From 450 to 550 mg

(From 337 500 to 412 500 | U,)
(90-110 % of labelled)

Ot 450 10 550 mr (ot 337 500 10
412 500 ME)

90-110 % ot ykazaunoro na stukerke

From 3,60 to 4,20 g

(90-105% of labelled)

073,60 10 4,20 r

90-105 % 0T yxa3aHHOIO Ha YTuKeTKe

From 8,00 12,0 mg

(80-120 % of labelled)

Or 8,0 1o 12,0 mr

(80-120% ot ykaszanuoro ua ITHKETKE)

25 ml in dark glass bottles with
polyethylene tapper proof dropper caps.
One bottle with legflet is placed in a
carton box,

[To 25 mn 8o daxon temuoro crexna c
KPLILIKOf-KaneNbHUUCH M3 nonusTHICHA
C KOHTpOnhemMm nepnoro BCKPBITHA.

o omnomy duakouy ¢ MHCTPpYKUHEH 1o
MCIHLIHHCKOMY NPUMEHEHHIO MOMEInaloT
B [IA4KY KapTOHHYIO,

Zambon Spa

Stabilimento Farmaceutico / Pharmaceutical Plant
Via cella Chimica 9 - 36100 Vicenza - Italy

Tel +39 0444 968 911 Fax -39 0444 348 049

Casells Postale 820 - 36100 Vicenza - italy

SPECIFICATIONS CHEHH(DHKAUH_&V

1003936 1.U.

100 % 0.1

1003936 ML
100 %

3503 mg
377530 LU
101 % 0./

503 mr (377530 ME)
101 %

397¢g
99 % o.l.
397 r
99 %

10,1 mg
101 % o.l.
10,1 wmr
101 %

25 ml in dark glass botles with
polyethylene tapper proof dropper caps.
One bottle with leaflet placed in a carton
box.

25 ma BO dnakouw Temuoro crexia c
KPBILIKOM-KaNeMbHHLUEH 13 nonmMITIICHA
€ KOHTPOJIEM MEPBOTO BCKPHITHA.

Omun  dakon ¢ HMHCTPYKIMCH 1o
ME/THIITHHCKOMY MPUMEHCHHIO TOMEILCH B
NMa4Ky KapTOHHY:O,

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Lillo del Duca, 10

20091 Bresso (M) - ltaly

Tel. +39 02 665 241 Fax +3902 66501 492
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TESTS [loxasarenu

SPECIFICATIONS CINELIHOHKALMA

Results/Pesyiib1atrs

Labelling

The label should specify in Russian: the
trade name of the drug with symbol ®,
name and country of manufacturer, INN
of the active ingredients, medical form,
volume in the bottle (ml), “For method of
administration see attached leaflet”
storage conditions, batch number, “best
before™.

The label should additionally specify:

The label specifies in Russian: the trade
name of the drug with symbol ®, name
and country of manufacturer, INN of the
active ingredients, medical form, volume
in the bottle (ml), “For method of
administration see  attached leaflet”
storage conditions, batch number, “best
before”.

The label additionally specifies: logo of

logo of company in original language,
technical codes.

The carton box should specify in Russian:
the trade name of the drug with symbol
®, name and address of manufacturer,
INN of the active ingredients, the medical
form name, quantity of product in pack
(ml), composition per 100 ml, storage
conditions, shelf-life after first opening,
registration certificate number, warning
labels: “Keep out of reach of children”,
“For method of administration see
attached leaflet”, “Do not use after the
expiration date printed on the package”,
method of administration: “For topical
use”, pharmacy purchasing terms, batch
number, manufacturing date, “best
before”,

The carton_ box should additionally

company in original language, technical
codes.

The ecarton box specifies in Russian: the
trade name of the drug with symbol ®,
name and address of manufacturer, INN
of the active ingredients, the medical
form name, quantity of product in pack
(ml), composition per 100 ml, storage
conditions, shelf-life after first opening,
registration certificate number, warning
labels: “Keep out of reach of children”,
“Por method of administration see
attached leaflet”, “Do not use after the
expiration date printed on the package”,
method of administration: “For topical
use”, pharmacy purchasing terms, batch
number, manufacturing date, “best
before”,

The carton box_additionally specifies:

specify: logo of company in original
language, technical codes, bar-code EAN,
Global Trade Item Number which is
preceded application identifier (01);
application identifier (21). Itis allowed to
apply the individual serial number of the
secondary (consumer) medicinal product
packaging, which is preceded by the
application ID (21), as well as an
identification tool displayed as a two-
dimensional bar code.

Zambon SpA

Stabilimento Farmaceutico / Pharmaceutical Plant
Via della Chimica 9 - 36100 Vicenza - taly

Tel. +38 0444 968 911 Fax. +39 0444 348 049

Casella Postale 820 - 36100 Vicenza - taly

logo of company in original language,
technical codes, bar-code EAN, Global
Trade Item Number which is preceded
application identifier (01); application
identifier (21).

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Lillo del Duca, 10

20091 Bresso (Mi) - laly

Tel. +39 02 665241 Fax -+39 02,665 01.492
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TESTS Tokazarenn
Mapkuposka

SPECIFICATIONS CTIELIM®OHUKALM S
Ha rrukerse  duiakoua sa pveckow

Results/Pesynbrars
Ha srukerke  duakona ia  pyeckom

NPenapaTa ¢ NpeaylpenTebHON
MapkHpoBKOA ®,  MeKayHApOaHLIE

HEMATEHTOBAHHbIE Ha3BaHus
ACHCTBYIOIMX — BEIUECTB, HAIBAHME
JIEKapCTBEHHOM thopmai, obbem

npenapara Bo (nakoHe B M, YCIoBuUs
xpanenns, «Cnocof npumeHenus —
HHTAATC MPHIATAEMYIO MHCTPYKLHION,
HA3BaAHUNE H cTpany hupmbI-
NPOU3BOIMTENSA, HOMED CEPHM, «romeH
J0»,

Ha yruxerxe duakonia A0NoAHHTEILIO

A3bIKE YKA3A0: TOProBOC Ha3BaHHe
npenapara ¢ [IpeAynpenHTeThHOMN

MAPKHPOBKOH  ®,  MemayHaponibie

HENIATEHTOBAHHBIC HA3BAHHS
ACHCTBYIOUIMX  BEWIECTB,  HA3BAHHE
JIEKAPCTBEHHO thopMmal, ofhem

npenapara Bo (UlakoHe B MJI, YCIOBMsA
xpaneHus, «Crocof mupumenenus —
HHTAHTE MPUIAraeMy) MHCTPYKUMION,
Ha3BaHue H  cTpany thupMEL-
TIPOM3BOAMTENA, HOMEP CEPHM, «TroeH
on,

Ha sruxerke diakona gonosuurensio

YKa3bIBAIOT. TOProBbifi 3HAaK (UPMBI-
MPOH3BOAMTENS (HA 53bIKE OPUIMHATA),
NPOUIBOACTBEHHBIE KOJIBL.

Ha xapronuoil  nauke na  pycexown

YKa3aHo: TOpProBelfi 3Hak  HUpPMbI-
MIPOM3BOAMTENS (Ha A3BIKE OpUrUHAana),
NPOU3BO/ICTBEHHEIE KOJIBI.

Ha _xapronnoli nauxke ma  pycexom

H3bIKE YKAILIBAIOT: TOProBoe Ha3paHue
npenapara € [peAYIPeaHTeNbHOH
MapkupoBkoil  ®, MemaAyHapoaHblE

HETIATEHTOBAHHBIE Ha3BaHus
ﬂBﬁCTB}GO[L{HX BEUIECTB, Ha3BaHHe
JIEKAPCTBEHHOH thopmbl, 00bem

npenapara Bo GrakoHe B MJI, COCTaB Ha
100 st pacTeopa, ycnoBus XpaHeHus,
CPOK  TOMHOCTH  TI0CTE  BCKPBITHA
dutakona, yeiaoBust oTnycka U3 anrek,
PErHCTPalHOHHBIA  HOMep,  crocof
TIPUMEHEHHA «as MECTHOIO
NPUMEHEHMS),  MPENYNpPeaUTeNbHbIC
Haanuew:  «XpaHuTh B MecTax,
HENOCTYNHbIX ang  jereitn, «Cnocod
NpUMEHEHIA — uuTaiiTe npunaraemyio
MHCTpYKUHIO», «He ucnonb3osats no
UCTEYEHHH cpoKa FO/IHOCTH,
YKa3aHHOI0 Ha YMaKoBKe)», HA3BAHHE M
aupec HUPMLI-NPOM3BOANTENS, HOMED
CCPHM, ATy H3rOTOBNIEHMA, «rojaeH
0.

Ha_kaprousoil nauke jouonuurennio
YKa3bIBAIOT: TOProBeift 3Hak QupMel-

H)’JOH3BOHHTCJUI (Ha A3bIKE opumuaﬂa),
ambaon SpA

Stabilimento Farmaceutico / Pharmaceutical Plant
Via della Chimica 9 - 36100 Vicenza - Ilaly

Tel +32 0444 968 911 Fax +39 04414 348 049

Casella Postale 820 - 36100 Vicenza - haly

H3LIKE YKA3AHO. TOpProBoe HasBasue
openapata ¢  OpeAyNpeAuTeNbiioi

MapkHpoBkoii  ®, MexayHaponHsie

HENATEHTOBAHHbIE Ha3BAH U
ACHCTRYIOIUMX  BEWIECTB,  Ha3lBamue
JIEKaPCTBEHHOM hopmel, 00bem

npenapara 8o (UIaKOHE B MJI, COCTAB Ha
100 mn pacTBOpa, ycnoBus XpaHeuus,
CPOK  TOAHOCTH [OCAE  BCKPBLITUS
(rakona, yCrOBHA OTIYCKa W3 antek,
PEruCTPaLMOHUbIE  HOMep,  cnocol
IIPMMEHEHNA «JIna MECTHOro
NPUMEHEHHUAY,  TIPEAYNpPeTHTENbHbIE
HaanmucH:  «XpaHWTh B MecTax.
HEJOCTYNHLIX 1A gereity, «Cnocoh
[IPUMEHEHHA — yuTaiTe NpHnaracMyrr
HHCTPYKUMIO», «He wucnonssosars no
HCTEYEHMH cpoka TOIHOCTH,
VKa3aHHOrO Ha yraxkoBKeY», HA3BRAHKE M
aapec (HPMBI-NPOMIBOIMTENN, HOMEp
CepuM, 4Ty M3ITOTOBIEHHS, «roAcH
0%,

Ha rkapronnoii Haike gooinureinio
YKa3aHO: TOProBelfi  3Hak  upMbI-

NPOU3BOAMTENS (1A A3bIKE OpUrUHana),
Direzione e mministrazione / Sede legale
Head Office / Registered Office
Via Lillo del bBuza, 10
20091 Bresso (M1) - Italy
Tel +39 02 665241 Fax +39 02 665 01.49)




3AMBOH C.IT.A Hranus
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PRODUCT: Anauran ear drops 25 ml SU

[Tpoaykt: AnaypaH Karui ylHee 25 Mn
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Cepus Ne 20045394

ANALYSIS CERTIFICATE
AHAJIMTHYECKUH ITACIIOPT
TESTS [lokazartenn SPECIFICATIONS CIIELIMOUKALMSA Results/PeayasTars
MapxupoBnxa LITPHX-KOL, (IPOMIBOACTBEHHBIC KOJbL,  LITPHX-KOL, [IPOU3BOJICTECHHbIE KOIbL,
rinobanbHbI uAeHTUHUKANNOHHBIH  rNoBanbHbIHA HAEHTHUKALMOHHbL
HOMEp TOPrOBOW CAMHMLB!, KOTOPOMY HOMEp TOPTOBOH €MHKLLL, KOTOPOMY
TIpeecTBYeT pacHTHQUKATOP NPEHIECTBYCT uneHTupuKaTop

npumenenus  (01), uuenTHUKATOp NPHMEHEHHA (01), wuneHTudHKaTOP
npumenenns  (21). Jlonyckaetcs  npumerterus (21).

HaHCCEHHE MHAHBRAYATBHOTO
cepuiHOro HoMmepa BTOPHUHOM
(110TPeGUTENBCKOM)  YITAKOBKM JITH,
KOTOpOMY (IPeAIIECTBYET

naenTdnkarop npumewenus (21), a
TAOKE ~ CPENCTBA  MACHTH(QHKALMH,
oTo0paKaeMoro B BUAE ABYXMEPHOro
IITPHXOBOTO KOAR.

THE LOT No. 20045394 COMPLIES WITH TECHNICAL QQCUMEN'I'A'I‘ION P N012942/01-300408, VARIATIONS 1-5
CEPHSL Ne 20045394 COOTBETCTBYET HOPMATUBHOM JJOKYMEHTALIHM I1 N012942/01-300408, U3MEHEHKW 1-
3

Seal (Ilewats)
Manager of Control Quality Departinent ZAMBON S.p.A.
3aBcayrouIMil OTAENOM KOHTPOJIA KAHECTBA 3AMBOH C.ILA

g AMBON S.p.A.
THE/QUALIFIED PERSON
(COBNGIL DIRECTIVE 2001/83 FEC ART 48

e Michele Maragg——aimr—=

{

Zambon SpA Direzione e amministrazione / Sede legale
Stabilimento Farmaceutico / Pharmaceutical Plant Head Office / Registered Office

Via delia Chimica 9 - 36100 Vicenza - Italy Via Lillo del Duca, 10

Tol +39 0444 968 911 fax +39 0444 348 049 20091 Bresso (M) - ltaly

Casella Postale 820 - 36100 Vicenza - haly Tel +39 02.665.241 Fax +39 02.665 01492






[HOATBEPKAEHHUE Ne 7000007555/1 ot 02.04.2020
COOTBETCTBHS CEpHH (MapTHH) NEKAPCTBEHHOrO Npenapara TpeOoBaHMIM,
YCTAHOBJEHHbIM MPH €ro rocyIapeTBEHHOH perucTpaun

O6uectBo ¢ OrpanuuenHoll OteeTcTBEHHOCTbIO «3ambon dapmar, FOPHAHYECKHH
anpec 119002 r. Mocksa, ['mazosckuit nmep. .7, MHH 7704654651, paccmoTpes
CASAYIOLME JOKYMEHTbI M COAEPIKALLNECS B HUX CBEUCHUSL:

a) cepruUKaT  IPOM3BOAMTENs  JIEKAPCTBEHHOIO  lpenapara, — CoAepiKalmii
HH(OPMALMIO O KOHTPOJIE KauecTBa CEPHUM JEKapCTBEHHOIO LpeliapaTa;

6) HOPMATHBHYIO 1OKYMEHTALIMIO HA 1eKaPCTBEHHbIH 1penapar;

B) JIOKYMEHT noctaBky (MHBo#iC) nocrasimka Ne 1420000278 ot 24.03.2020
HACTOSILLIMM 3asiBISIET, YTO JeKapCTBEHHbIH npenapar:

Toprosoec HanMeHOBAHKE, JIEK. popMa, JIO3NPOBKA, Anaypan® Kariu yiHbe (aKkoH-
(hopma BbiIyCKd KanelbHHLbl TEMHOTO cTeK1a 25 mi N1
Me3K/ly HApO/IHOE HENATCHTOBAHHOC HANMCHOBAHHE JInpokaun+Heomumu+Tlonumukenu B
(I'pYIIIHPOBOUHOE HAH XMMHUYECKOE)

Homep cepiu (L1apTHh): 20045394

O0bem cepun (1apruu) 114048

Jlara Bolycka 02/2020

['os1eH A0 02/2023
HanmenoBauue u aapec npoussoautens (¢ 3ambon C.ILA.. Hrains
VKQ3aHHEM CTa/IUiT IPON3BO/ICTBA) Zambon S.P.A., ltaly

Via della Chimica, 9- 36100, Vicenza
Bce cTaaun mpou3BOJICTRA

Homep u jaTa perucTpallioHHoro y/ I0cToBepeHHs I1N012942/01 ot 14.09.2007
Homep HOpMATHBHOH TOKYMEHTAIHH [1N012942/01-300408, u3m. 1-5
[HauMCcHOBAHUC U aJIpEC JCPIKATCIIA 3ambon C.ILA. Mraaua
PErHCTPALHOHHOIO YIOCTOBEPEHHA Zambon S.P.A_, Italy

Via Lillo del Duka, 10- 20091, Bresso

COOTBETCTBYET TPCGOBBHHﬂM, YCTAHOBJIECHHbIM [1PpH ero FOCyMapCTBCHHOH

perucTparuH.

[Inannukos P.B. (CreuHantucT Mo KOHTPOIIO KauecTsa) Mo JoBepeHHocTH No 224 0T
17.03.2020 r. ot umnoprepa OO0 «3ambon Papmay Ha OCHOBAHMM JOBEPCHHOCTH OT
npoussoautens «3ambon C.IT.A.», Utanus («Zambon S.P.A.», Italy) 6/u ot 18 nexaOps

DMa» ) =

Wambon Pag 3

HInsimuuxos P.B.
(®UO)







