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JIABOPATOPU S KOHTPOJIS Ne Ananusa: 890000016123 Hata:20/03/2020
KAYECTBA
Mfg. date: 02/2020 Exp. date: 02/2023
Jara usrorosnenns: 02/2020 Cpox rognoctu: 02/2023
PRODUCT: Anauran ear drops 25 ml SU
[MpoaykT: AHaypaH Karuid yuiHsie 25 M
LOT No.: 20045395 page 1/5
Cepunst Ne: 20045395
ANALYSIS CERTIFICATE
AHAJIUTHYECKHH MTACIIOPT
TESTS [Ilokasartciu SPECIFICATIONS CIIELTHOHKALIMA Results/Pe3ynsTarsl
Appearance Clear, colourless, odourless liquid conforms
Onsucanue ITpospaunas GecuperHas HAKOCTb Ges 3anaxa COOTBETCTBYET
pH From 3,3 to 4,2 3,9
pH Or3,3n04.2 3,9
Average content Not less than 25 ml conforms
HomunanbHelil 00bem He menee 25 mn COOTBETCTBYET
Particulate contamination Visible particles should be absent at the visual conforms
control over a dark and light background
BHIMMbIE YACTHLbI JOJDKHBL OTCYTCTBOBATD MPH
MexaHuueckue BKIHOYSHMS BH3YaTHHOM KOHTPOJIE Ha TEMHOM U CBETIOM COOTBETCTBYET
¢one
[dentification
[TopnuuHOCTE
PolymyxinB sulphate positive conforms
[Nonumuxcuna B cynsdar NOJIOHHUTENIBHO COOTBETCTRYET
Neomycin sulphate positive conforms
Heomuunna cynsdar [I0JI0XKHTENBHO COOTBETCTBYET
Lidocaine hydrochloride positive conforms
JlugokanHa rTHAPOXIOPHI MOJI0KUTESbHO COOTBETCTBYET
Microbiological contamination:
MukpoGuonoruueckas 4MCTOTA:
Total viable aerobic count and not more than 1 micro-organisms conforms
moulds/m]
O6mee 4nCcHo XKU3HecocoOHbIX e Bosice yem 107 MEKPOOPraHU3IMOB COOTBETCTBYET

a3po0HEIX MUKPOOPraHH3IMOB H
rpufos Ha M1

Pseudomonas aeruginosa/l ml
Staphylococcus aureus/1ml
Enterobacteriaceae/1ml

absent/donsicusl omeymemeogans
absent/ donacnbl omcymemeosams
not more than 10" micro-organisms
e Gonee yem 10' MHKpOOPraHHM3MOB

Zambon SpA

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

Tel. +39 0444.968.911 Fax. +39 0444.348 049

Casella Postale 820 - 36100 Vicenza - laly

conforms/cooTBETCTBYET
conforms/cooTBETCTBYET
conforms
COOTBETCTBYET

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Lillo del Duca, 10

20091 Biesso (MI) - ltaly

Tel, +39 02.665.241 Fax. +39 02 665 01 492
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ANALYSIS CERTIFICATE
AHAJIMTHYECKHMA [TACTIOPT
TESTS Iloka3zatenu SPECIFICATIONS CIIEIIUOUKALIM A Results/Pe3ynsTars
Assay
KonnuecTeenHoe onpenenexue
Polymyxin B sulphate/100 ml From 900 000 to 1 100 000 L.U. 1003936 L.U.
(90-110 % of labelled) 100 % o.l.
Ot 900 000 o 1 100 000 ME 1003936 ME
IMonumunkcuna B cynsdar 90-110 % oT yka3aHHOI'o HA ITUKETKE 100 %
Neomycin sulphate/100 ml From 450 to 550 mg 503 mg
(From 337 500 to 412 500 1.U.) 377530 1L.U.
(90-110 % of labelled) 101 % ol

HeomuumHza cynsdar

Lidocaine hydrochloride/100 mi

JIupoxanHa ruapoXnopua

Benzalkonium chioride/100 m!

Benzankonus xnopun

Packaging

Vnakoeka

Ot 450 no 550 mr (ot 337 500 1o
412 500 ME)
90-110 % oT yKa3aHHOTr0 Ha 3THKETKE

From 3,601t04,20 g

(90-105% of labelled)

013,60 10420r

90-105 % OT yKa3aHHOrO Ha ITHKETKE

From 8,0to 12,0 mg

(80-120 % of labelled)

Ot 8.0 no 12,0 Mr

(80-120% oT yKa3aHHOTO Ha ITHKETKE)

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

ITo 25 M1 BO ¢M1aKOH TEMHOTO CTEKIA C
KpbILIKOJi-KanebHULEH U3 MONUITWIeHA
€ KOHTPOJIEM MEPBOTO BCKPLITHA,

ITo onHoMy QuIakoHY ¢ MHCTpPYKUMeit no
MEJMLMHCKOMY NMPUMEHEHUIO TOMEIIAI0T
B Na4Ky KAPTOHHYIO.

Zambon 5pA

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

Tel. +390444.968.911 Fax +39 0444 348.049

Casellz Postale 820 - 36100 Vicenza - ltaly

503 mr (377530 ME)
101 %

398 ¢
100 % o.l
3,981
100 %

9,9 mg
99 % o.l.
0.9 mr

99 %

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

25 ma Bo GUakoH TEMHOTO CTeKIa ¢
KPbIULKOR-KANEJbHULER U3 MONHITHIEHA
C KOHTPOJIEM TIEPBOTO BCKPLITHS.

Oous  ¢makoH © HMHCTpYKUMeH 1o
MEIULMHCKOMY NPHMEHEHUIO MIOMELLCH B
NaYKy KapTOHHYIO.

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Lillo del Duca, 10

20091 Bresso (MI) - Italy

Te'. +39 02 665.241 Fax. +39 02 66501 492
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ANALYSIS CERTIFICATE
AHAJIMTUYECKHH ITACIIOPT

page 3/5

TESTS Ilokazarenu

SPECIFICATIONS CIELTHMDHKALIA

Results/PesyibTars

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:

company in original language, technical
codes.
The carton box specifies in Russian: the

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 afier 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

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_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). It is 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 - 26100 Vicenza - ltaly

Tel. +39 0444 968.91 1 Fax. +39 0d44,348 049

Casella Postale 820 - 36100 Vicenza - haly

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

Direzione e amministrazione / Sede legale
Head Office | Registered Office

Via Lillo del Ducg, 10

20091 Bresso (MI) - Italy

Tel. +38 02 665 241 Fax +39 02 66501492
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ANALYSIS CERTIFICATE

AHATTUTUYECKHH [TACIIOPT
TESTS Ilokaszatenu SPECIFICATIONS CIIELIHDHKAIIHUSA Results/Pe3ynbTars
MapkupoBka Ha srukerse duakosa wa pyeckom la oruxerke daaxona ua  pycckom

A3BIKE YKA3LIBAIOT: TOPrOBOE HA3BaHHE
npenapara ¢ [OpeaynpelHTeNsHON
mapkupoBkoit  ®, MexIyHapoLHbIe

HETIATEHTOBAHHBIE Ha3BaHUA
AEHCTBYIOLIMX  BELIECTB, HA3BAHME
NeKapcTBeHHOM hopmbl, obbem

npenapaTta BO (prIakoOHE B MJI, YCIOBHA
xpanenus, «Cnocod npHMeHeHuns -
YHTANTE NMPHIAraeMylo HHCTPYKUMION,
Ha3BaHuE W cTpaHy  (upMsI-
NPOMIBOIUTENS, HOMED CEPHH, «TOAEH
1oy,

Ha srukerke duakoua A0NOAHKIENLHO
YKa3bIBAIOT: TOProBbid 3HAK (UPMbI-
TpOU3BOMNTENS (HA A3BIKE OPUTHHANA),
TIPOM3BONCTBEHHAIC KOZIBL.
Ha__xapToHHONH nauke  Ha _PYCCKOM
$3bIKE YKA3biBAIOT; TOPFOBOE HA3BaHHE
npenapata ¢  IpeAyOpPenUTeNLHON
MapkupoBroit  ®, MeKAyHapolHble

HETATEHTOBAHHbIE HazpaHus
JAEHCTBYIOLIMX  BEILECTB, HA3BaHHE
JIeKapCTBEHHO’ thopMbl, 00bem

npenaparta Bo (aKoHe B MJl, COCTaB Ha
100 mn pacTBOpa, YCTOBHA XPaHEHHS,
CpOK TOAHOCTH  TIOCJE€  BCKPbITHA
thrakoHa, yCIOBMA OTIYCKA W3 anTek,
PerMCTpaliMOHHBIK  HOMep,  crnocof
TpUMEHE HHSA «lns MECTHOTO
[IPUMEHEHUA»,  MPEAYNPEANTEIbHbIE
Haanucu:  «XpaHWTb B MeECTax,
HENOCTYNMHBIX s jeredy, «Cnocob
NPUMEHCHHA — YUTAHTC [PHIArAEMYIO
UHCTPYKUHIO», «He Henone3oBate no
HCTEYCHUH cpoKa rOJIHOCTH,
YKa3aHHOTO HA YMAaKOBKE», HA3BAHHE H
anpec (HPMbI-NIPOM3BOAMTENA, HOMEP
CEpPHH, [aTy W3IrOTOBJEHHA, «TOJEH
A0,

Ha_xkaprounoii_nauke JONOJAHUTEILHO

A3BbIKE YKA34HO: TOProBOE Ha3BaHue
npenapara ¢ IpeaylnpeauTenbHOM
MapkupoBkoii ®, MexIyHapOo[Hbie

HEMaTeHTOBAHHLIE Ha3BaHMA
NeHCTBYIOIMX — BEUIECTs,  Ha3BaHue
JIeKapCcTBEHHO hopmsl, o0bem

npenaparta Bo (UIAKOHE B MJI, YC/IOBHA
xpaHeuns, «Crnoco® mpUMeHeHns -
YUTANTE TPHIAraemMyid HHCTPYKLMION,
Ha3BaHHe H crpany  ¢Gupmbl-
NPOM3BOIMTENA, HOMED CEPHH, «roleH
a0».

Ha arukerke duakona J0N0JHUTENLND
YKa3aHO: TOProsuil  3HaK (QUPMBI-
NPOM3BOANTENS (HA A3LIKC OPHTHHANA),
MPOHU3BOJACTBCHHBIE KOIbI.

A3BIKEC YKA3AHO: TOProOBOE Ha3BaHue
npenapara ¢ [pefynpeauTebHOH
MapkupoBkoH  ®,  MekIyHapOAHbE

HenaTeHTOBAHHbIC HA3BAHMA
NeHCTBYIOIUMX  BELUECTB, Ha3BaHHe
NeKapcTBEHHOM dopwmel, o0BeM

npenapara 8o GiakoHe B MJI, COCTaB Ha
100 M1 pacTBOpa, YCIOBMA XPAHCHMA,
CPOK TOAHOCTH [OCIE  BCKPHITHA
(bnakoHa, YCcl10BMA OTIYCKA M3 aNTek,
pErucTpanvoHHbt  HOMmEp,  crocod
NpPUMEHEHUH «[lns MECTHOrO
MPHMEHEHHAY,  IpedylpelUTe/bHbie
Haanucn:  «XpaHUTB B MECTax,
HenocTynHeIX s aeteit», «Crocod
IIPUMEHEHMS — YUTRITE NpUIAraeMyio
MHCTPYKLMIO», «He wvcnons3osaTh 1o
HCTEYCHHNH Cpoka rFOOHOCTH,
YKa3zaHHoro Ha YIaKOBKER, HAa3BaHHE H
agpec (GUpPMbI-TIPOM3BOIHTENA, HOMED
CepuM, [AaTy H3TOTOBJIEHHHA, «rojeu
A0».

Ha xapronuoil 11a4xe JONOAHWTENLHO

VKa3LIBAIOT: TOProBhiil 3HaK (upMbi-
GBHER AT (18 Skl QRATHARR).

t{nad

fel 39 0445 B68 911 fax -« 39044 348049
Casella Fostale 820 - 36100 Vicenza - taly

YKA3aHO: TOPrOBLINi  3HAK  (UPMBI-
nponsud iR RS ppitihlasi),

Via Lillo del Duca, 10
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PRODUCT: Anauran e¢ar drops 25 ml SU

[TpoayxT: AHaypaHn Karui yuHbie 25 M

LOT No.: 20045395 page 5/5
Cepun Ne 20045395

ANALYSIS CERTIFICATE
AHAJIMTUYECKUH [TACIIOPT
TESTS [lokazatenu SPECIFICATIONS CITEIIUDHUKALINA Results/PesynbTars
Mapxuposka WTPHX-KOA, NMPOM3BOACTBEHHLIE KOABI, WITPUX-KOA, NPOU3BOACTBEHHbBIE KOJIbI,
rJ106abHbIH MAEHTUPHKALMOHHLIA  rnobansHbIi HAEHTHDUKAIMOHHBIH
HOMEP TOPrOBOH EJMHMIEI, KOTOPOMY HOMED TOPTOBOW EAMHHILI, KOTOPOMY
npeIecTBYeT MOEHTHUKATOP  TIpealIecTRYET WICHTU(UKATOP

npumencHus  (01), wuaenruduxarop npumedeHus (01), uneHTudukarop
MPHMEHEHHS (21). Honyckaercs  npumeHenud (21).

HaHeceHue HH/IMBUAYAIBHOTO
cepuitHoro HOMEpA BTOPHYHOH
(notpebutenbckoif) ynakosxu JIII,
KOTOpOMY npenuecTsyer

uiueHTudukarop npumeHenus (21), a
TAKKE  CcpelcTBa  MaeHTHMKALMK,
orofpaxaeMoro B BHIE ABYXMEpPHOTO
WTPUXOBOTO KO/IA.

THE LOT No. 20045395 COMPLIES WITH TECHNICAL DOCUMENTATION P N012942/01-300408, VARIATIONS 1-5
CEPHA Ne 20045395 COOTBETCTBYET HOPMATHUBHOHW JIOKYMEHTALIHH 11 N012942/01-300408, ©IAMEHEHHA 1-
5

Seal (Ileuats)
Manager of Control Quality Department ZAMBON S.p.A.
3aBenyroLKi OTAENOM KOHTPOJIA Ka4ecTBa 3AMBOH C.IT.A

MBON S.p.A.

3 s
N D HE QUALIFIED PERSQN
(CQUNEL DIRECTIVE 200183 EEC ART. 48}
D Michele Marcazgss-
oA bl

Zambon SpA Direzione e amministrazione / Sede legale
Stabilimento Farmaceutico / Pharmaceutical Plant Head Office / Registered Office
Via della Chimica 9 - 36100 Vicenza - Haly Via Lillo del Ducz, 10
Tel +39 G444 968 911 Fax +39 0444 3480349 20091 Bresso (i) - ltaly

Casella Postale 820 - 36100 Vicenza - Italy Tel +3902.665 241 Fax. +3902.605.01 492






ks

MMOATBEPXKXIEHHWE Ne 7000007651/2 ot 13.04.2020
COOTBETCTBHUSI CepUH ([1apTHH) JIEKAPCTBEHHOTO Iperapara TpeboBaHusM,
YCTAHOBIIEHHBIM TIPH €ro FOCYIapCTBEHHOM PErnCTpaliuy

Obutectso ¢ OrpanuuenHoil OTBETCTBEHHOCTHIO «3aMGoH MapMmay, IOPHAHYECKHIT
anpec 119002 r. Mocksa, I'masopckuit mep. x.7, UHH 7704654651, paccMotpes
CIIEIYIOLINE JOKYMEHTRI H COUCPKALIMECs B HUX CBEJICHUS:

a) cepTUQUKAT  TIPOMIBOJKTENS

JICKapCTBCHHOTO

npenapara,  CouepiKaliuii

HHPOPMALHIO O KOHTPOJIE KaueCTBA CEPUH JIEKAPCTBEHHOTO Mpernapara;

0) HOPMATHBHYIO TOKYMEHTALHIO Ha JIeKapCTBEHHBI TTperapar;

B) JIOKYMEHT MOCTaBKH (MHBOIiC) nocrasiuka Ne 1420000327 ot 06.04.2020
HACTOSIIMM 3aSBIISAET, YTO JIEKAPCTBEHHbIH Mpenapar:

Toprosoe manMeroBanue, nek. Gopma, TO3MPOBKA,
(hopMa BBIITYCKA

Anaypan® Karumd yuraste Grakou-
KarnenasHHIBl TEMHOIo creriia 25 mn N1

MeyHAPOJHOE HETIATEHTOBANHOE HAUMEHOBAHHE
(rpynmupoBOYHOE HIIH XUMHYECKOE)

Junokanu+Heomunun-+H Tonumuxcun B

Homep cepun (naprun): 20045395
O6bem cepun (mapTuu) 114048
Hara Bouiycka 02/2020
[ogen mo 02/2023

Haumenosanue u ajapec npoussoaurens (¢
YKa3aHHeM CTaJuif MPOH3BOACTBA)

Sambon C.IT.A., Hranus
Zambon S.P.A., ltaly
Via della Chimica, 9- 36100, Vicenza
Bcee craun npou3BoncTia

Howmep u aTa perncTpalMoHHOro YAOCTOBEPEHHUs

[TN012942/01 or 14.09.2007

Homep HopMaTHBHOM! JOKYMEHTALHMH

I[1N012942/01-300408, u3M. 1-5

HanmeHnoBaHWe W anpec Aepikarens
PETHCTPALHONIIONO YAOCTOBEPEHH S

3ambon C.ILA., Mranus
Zambon S.P.A,, Italy
Via Lillo del Duka, 10- 20091, Bresso

COOTBETCTBYET Tpeﬁoraa}{ M,

PEruCTpalH.

YCTaHOBIECHHBIM nopH €ro

rocyaapcTBEHHOM

[InsmaukoB P.B. (crenuanyucT no KOHTpomro KavecTsa) 1Mo HoBepeHHocTH No 224 ot
17.03.2020 r. ot ummnoprepa OO0 «3ambon PapMa» Ha OCHOBAHHH JNOBEPEHHOCTH OT
npousBojurens «3ambon C.ILA.», Mranmus («Zambon S.P.A.», Italy) 6/u ot 18 nexaGpsi
2019 r,

Lnsoaukos P.B.
(®HO)

¥ id :_#.._5,‘,’,- i







