3AMBOH C.IT.A
Bua jena Kumuka, 9
36100, Buuenua, Hranna
Ten. (0444) 968911
Tenexc: 480097
Paxc: (0444) 348049
1.5, — 820-36100, BuucHua
C.C.P. 10188386
CONTROL QUALITY LABORATORY

JIABOPATOPHS AHAJTH3A KAYECTBA

dapManesTH4ecki 3280/
3ambon C.ITA.
Buueuna

ANALYSIS Ne
Ne Ananuia

PRODUCT: Fluimucil®-antibiotic IT lyophilizate for solution for injection

and inhalation 500 mg SU

[ponykt: Pnyamyuun®-Antubunoruk UT nuodunnsar ans MpUroTOBNCHHA
pacTBOpA A1A HHbLEKIMA 1 uaranauni 500 mr

20045380
20045380

LOT:
Cepus:

Analysis Ananu3

ANALYSIS CERTIFICATE
AHAJIMTHYECKHH IMACITOPT
Limits / | 'paxuiisl

Officina farmaceutica

ZAMBON SpA

Vicenza

040000210478
890000016158
040000209442

date 16/04/20
date 02/04/20
date 03/04/20

Mfg. Date : 02/2020
Exp. Date : 02/2023

Pag.1/8

ResulUPesyanrar

é

Lyophilized product (vial) Jinodmusuposanintii 10potor (Giakoi)

i

]

Appearance

Onucanue

Identification of thiamphenicol glycinate
acetylcysteinate

[TouMHHOCTD THAM(EHHKONA
MIHIHHATA AUETHILMCTEHHATA
Solubility

PacTsopumocTs

Mean content weight and uniformity of
mass

Cpeiss Macca CoepKuMoro (hnakoHa
W OHOPOAHOCTS N0 Macce

Clarity

ITpo3pauHocTh

Color of solution

LipeTHoCTh

Loss on drying
[ToTeps B Macce Mpu BhCYLIHBAHHH

Thiamphenicol glycinate acetylcysteinate

assay mg/vial
KonuyecTBEHHOE CONEPIKAHHE
THaMEeHHKOIA TIULIKHHATA
aLeTwiLMcTenHara, Mr/(giaakon

Zambon SpA

White or light yellow lamellar
mass with a slight sulphureous
odour

Benas UM cReTNO-KenTas
NAACTHHYATASA MACCa C JIETKHM
CEPHLIM 3aMaxoM

positive
TONOWUTENBHO

Soluble in water for injection.
PacTBOpHM B BOE JUTA HHBEKUHH
873,3 mg + 5%

18720+ 5 %

220+ 10 %

8733 mMr+5%

18/20 £ 5 %

2/20+ 10 %

Reconstituted solution has to be
transparent in comparison with
water

BoccTanoBneHHsli pacTBop
JoinKeH GBITh TPO3padHbLIM F0
CPABHEHMIO € BOAOH

Intensity of reconstituted solution
color shouldn't exceed color of
reference solution Y4 during 30 s
MHTEHCHBHOCTh OKPACKH
BOCCTAHOBJIEHHOTO PAacTBOPa HE
AOJDKHA

[PEBbILATE MHTEHCHBHOCTH
OKpackH 3TaJIOHHOrO pacTsopa Y4
B Tevenue 30 ¢

< 1,00%

< 1,00%

From 729,0 to 891,0

Or729,0 no 891,0

Stabilimento Farmaceutico / Pharmaceutical Plant
Via della Chimica 9 - 36144 Vicenza - taly

Tel, +39 0444.968.911 F=x +39 0444.348 043

Casella Postale 820 - 36100 Vicenza - [taly

Light yellow lamellar mass with a
slight sulphureous odour

CaeTo-xelTas iacTHi4yaTas
Macca ¢ JIErKdM CEpHBIM 3anaxoM

complies
COOTRETCTBYET

complies
COOTBCTCTBYET
868,7 mg
complies
complies
868,7 mr
COOTBETCTBYET
COOTBETCTBYET
complies

COOTBCTCTBYCT

complies

COOTBETCTBYET

0,28 %
0,28 %

8511 Mg

851,1 mr

Direzione e amministrazione / Sede legale
Head Office / Registered Office

via Lillo del Duca, 10

20091 Bressa (M1} - Italy

Tel +39 02 665 241 Fax +39 07 665 01 492



3AMBOH C.IT.A

Bua nena Kumuxa, 9
36100, Buuenua, Mranus
Ten. (0444) 96801 1
Tenexc: 480097

Maxc: (0444) 348049

[T.18. —820-36100, Buuenua
C.C.P. 10188386

CONTROL QUALITY LABORATORY
JIABOPATOPUA AHAJIM3A KAYECTBA

DapmalleBTHICCKHIT 3aB0 4
3ambon C.ILA,
Buuenua

ANALYSIS Ne 040000210478

Ne Ananuza

890000016158

040000209442

PRODUCT: Fluimucil®-antibiotic I'T lyophilizate for solution for injection

and inhalation 500 mg SU

lpoaykr: Daynmyunmn®-Anruéuotuk UT THOMUIU3AT IS IIPHIOTOBNIEHMS
pacTaopa juia nHBeKUMEL ¥ wHransumuit 500 Mr

LOT:
Cepus:

20045380
20045380

Analysis Ananps

ANALYSIS CERTIFICATE
AHAJIMTUYECKHWH ITACIIOPT

Limits / I 'patuusl

Pag.

Officina farmaceutica
ZAMBON SpA
Vicenza

date 16/04/20
date 02/04/20
date 03/04/20

Mfg. Date : 02/2020
Exp. Date : 02/2023

2/8

Result/Pesyasrar

L

Lyophilized product (vial) Jinogwmnsnposanuuiii nopomoxr (gaaron)

Thiamphenicol assay mg/ vial
Konuuectrennoe conepxanue
THampennkona, Mr/ haakoH

Glycine
Civumu
Particulate matters

Mexanuyeckne BKIOYEHMS
- Visible particles/ sBuanmbie yacTuib!

- Invisible particles/ nesuaumuoie
YACTHILHI

Buacterial endotoxins

ba KTEPHAIILHBIE JHIOTOKCHHEI

Sterility

CrepuitbHOCTS

pH
pH

From 450,0 to 550,0 (90 - 110 %)
O71450,0 g0 550,0 (90 - 110 %)

<2,0%
<2,0%

The reconstituted solution should
contain no visible particles.
Boccranossiennslit pactsop He
NOIDKEH CONePIAThR BHIHMBIX
YacTHL

>/ 0um — not more than 6000
particles/botile;

223.0um — not more than 600
particles/bottle.

>10,0 MkM — He BoJiee

6000 vactuiy puakon;

> 25,0 MkM — He Bonee

600 vacTHly dulakon

Not more than 0.7 [ U./mg of
thiamphecol

He 6onee 0.7 ME/mr
THamdenukosa

sterile
CTEPHILILIH

From 3,5t04,5
O13,5 104,5

Zambon SpA

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

Tel. +39 0444.968 911 Fax. 39 D444 348 049

Casella Postale 820 - 36100 Vicenza - ltaly

5258 mg (105%)
525,8 mr (105%)

1,.4%
1,4%

complies

COOTBETCTBYET

complies

COOTBETCTBYET

complies

COOTBETCTBYET

complies
COOTBETCTBYCT

4.1
4,1

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Lillo del Cuca, 10
20091 Bress -1
Tel. +39 02 665 241

taly
fFax +290266501 497



3AMBOH C.ITL.A
Bua nena Kumuka, 9
36100, Buuenua, Mranus

DapMancBTHYCCKHI 3aBON
3ambon C.ILA.

Ten. (0444) 968911
Tenexc: 480097
®axc: (0444) 348049

I1.2. ~ 820-36100, Buuenna

C.C.P. 10188386

CONTROL QUALITY LABORATORY

JIABOPATOPHUS AHAJIN3A KAUECTBA

Buyenua

ANALYSIS Ne

Ne Auwanuza

PRODUCT: Fluimucil®-antibiotic IT lyophilizate for solution for injection and

inhalation 500 mg SU

Mponykt Onyumyunn®-Anrubnotux UT nuodunusar and npuroToBieHus
pacTeopa Ans HHbeKUMi v nHransumi 500 mr

20045380
20045380

LOT:
Cepus:

Analysis Ananm

ANALYSIS CERTIFICATE

AHAJIMTUYECKUH [TACIIOPT

Limits / I'paittibl

Officina farmaccutica
ZAMBON SpA
Vicenza

040000210478
890000016158
040000209442

date 16/04/20
date 02/04/20
date 03/04/20

Mfg. Date : 02/2020
Exp. Date : 02/2023

Pag. 3/8

ResulVPesyaptar

Solvent (ampoule) PacTBopures

LOT Cepus: 28005133

Mfg. Date: 03/2020
Exp. Date: 03/2025

Appearance
Onucanne

Acidity or alkalinity

Clear, colourless, odourless, tasteless liquid
[Mpospaunas GecupeTHas KUAKOCTL O3
3anaxa u BKyca

accord. To Ph. Eur.

KucnoTHOCTE MK LENOYHOCTL Coots. Esp. ®.
Chlorides Not more than 0.5 ppm
Xnopunsi He 6onee 0,5 ppm
Sulphates accord. To Ph. Eur.
Cynsatst Coots. Esp. @.
Nitrates Not more than (.2 ppm
Hurparst He Gonee 0,2 ppm
Ammonium Not more than 0.2 ppm
AMMHaAK He Gosee 0,2 ppm

Oxidisable substances
BoccranasnupaloLiMe BeLLecTsa
Conductivity
DNEKTPONPOBOAHOCTD

Nominal volume
HoMHHaNBHLIH 00bEM

Calcium and magnesium
Kanbuuii u Maruuii

Residue on evaporation
OcTaToK NMpH BbINapHBAHHK

Heavy metals
Tsaxenble METaALI

Sterility
CrepuibHOCTD

Bacterial endotoxins
BakTepHaibHbIE IMAOTOKCHHBI

Zamhon SpA

accord. To Ph. Eur.

Coots. Esp. ©@

Not more than 25,0 uS.cm™
He Gonee 25,0 mkc/cm

Not less than 4.00 ml
He menee 4 ma

accord. To Ph. Eur.
Coors. Esp. @

Not more than 4.0 mg (0.004%)
He Gonee 4,0 mr (0,004 %)

Not more than 0.1 ppm
He Gonee 0,1 ppm

sterile
Crepunbublii

Not more than 0,25 1.U./ml
He 6onee 0,25 ME/mn

Stabilimento Farmaceutico / Pharmaceutical Plant

Via della Chimica 9 - 36100 Vicenza - laly
Tel +39 0444 968 911 Fax +39 0444 348 049

Casclla Postale 820 - 36100 Vicenza - ltaly

complies
COOTBETCTBYET

complies
COOTBETCTBYET

complies
COOTBETCTBYET

complies
COOTBETCTBYET

complies
COOTBETCTBYET

complies
COOTBCTCTBYET

Within limits
B npesenax nopmel
9 uS.cm?
9 MKc/cM

4,22mi
4,22mn

Within limits
B npenenax HopMbl

complies
COOTBETCTBYET

complies
COOTBETCTBYCT

complies
COOTBETCTBYET

complies
o COOTBCTCTHYCT
Direzione e amministeasons 50 de legale
Head Office / Registered Office
Via Lillo del Duca, 10
20091 Bresso (MI) - Italy
Tel +3902 665,241 Fax +3902.66501 492



3AMBOH C.IT.A
Bna nena Kumuka, 9

36100, Buuenua, Mraaus

Ten. (0444) 968911
Tenexc: 480097
Maxc: (0444) 348049

Il.a. — 820-36100,Buuecnua

C.C.P. 10188386

CONTROL QUALITY LABORATORY
JIABOPATOPHA AHAJIM3A KAYECTBA

dapmauesTHUYeCKUH 38BO

Officina farmaceutica

3ambou C.IT.A. ZAMBON SpA
Buuenua Vicenza
ANALYSIS Ne 040000210478 date 16/04/20
Ne Ananusa 890000016158 date 02/04/20
040000209442 date 03/04/20

PRODUCT: Fluimucil®-antibiotic IT lyophilizate for solution for injection

and inhalation 500 mg SU

IpoayxT @ayumymn®-Aarubuornk UT nmuodunuiar s opuroToraeH1s
pacTBopa [U1S HHbLEKUMHA 1 MHransuui 500 Mo

LOT:
Cepua:

20045380
20045380

Analysis Ananuis

ANALYSIS CERTIFICATE
AHAJIMTHMUECKHWHA NACITOPT

Limits / I'paisuss

Mfg. Date : 02/2020
Exp. Date : 02/2023

Pag. 4/8

Result/Pesyabrar

Solvent (fampoule) PacTBopurens

LOT Cepus: 28005133

Mfg. Date: 03/2020
Exp. Date: 03/2025

Particulate matters
Mexauudeckne BKIIOYEHUA
- Visible particles/ Bunnmere
YACTHLIbI

- Invisible particles/ nepuanmbie
HACTHLLBI

Packaging

Vaxopka

The reconstituted solution should
contain no visible particles.
BoccraHoBneHHsifi  pacTtBop  He
OOMKEH  cOHepKaTh  BHAMMBIX
YACTHLL

>10um — not
particles/bottle;
>25.0um - not more than 600
particles/bottle.

>10,0 mxm - ne Gonee

6000 yacTHL/ (nakoH;

> 25,0 mxm — 1e Gonee

600 vacTuw ¢nakon

810.0 mg of lyophilizate for solution
for injection and inhalation in
bottles of colorless glass, sealed
with chlorobutyl rubber stopper and
aluminum cap under running-in.

4.0 ml of water for injection in
ampoules of colorless glass.

3 vials of lyophilizate complete with 3
ampoules of solvent in a plastic pallet
along with patient information leaflet in
an outer carton.

[To 810,0 Mmr sauodunuzara ns
NPUrOTOBJICHUS  pacTBopa [
MHBEKUMH W uHranauuih  BO
Gnakousl GecluseTHOTO cTekIa (Tun
D, YKYIOpEHHbIE
XJI0pOyTHAKAYHYKOBOH Npo0Kkoi M
AMFOMUHMEBBIM  KOJIMAYKOM  TTOJ
o0KaTKy.

[Mo 4,0 Mn soAbl AN HMHLEKUMH B
amryibl GecuseTHoro crexia (THIT
I).

IMTo 3 d¢aakona nuodunusara 8
KOMILIEKTE ¢ 3 ammysiamu
pacTBOpUTENs B MIACTHKOROM
HOI0HE BMECTE © MHCTPYKUMEH 10
NPHMEHCHMIO B Na4Ky KApTOHHYIO.

than 6000

maore

Zambon SpA

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

Tel. +39 0444.968 9711 Fax +39 0444 348.049

Casella Postale 820 - 36100 Vicenza - ltaly

complies

COOTBETCTBYET

complies

COOTBETCTRYET

810.0 mg of lyophilizate for solution
Jor injection and inhalation in
bottles of colorless glass, sealed
with chlorobutyl rubber stopper and
aluminum cap under running-in.

4.0 mL of water for injection in
ampoules of coloriess glass.

3 vials of lvophilizate complete with 3
ampoules of solvent in a plastic pallet
along with patient information leaflet in
an outer carton.

[To 810,0 mr auodunuzara s
fIPUFOTOBJEHMS  pacTeopa  JUiA
MHBEKLUMI M uHransguuit  Bo
takoHs! HeclBeTHOro crekna (Tun
D), YKYTNOPCHHBIC
xnopOyTHIKayuykoBoR npobkoii u
AMOMMHHEBBIM  KOJIMAYKOM [0/
00KaTKy.

[To 4,0 M1 BOABI I8 MHBLEKUWH B
amnyabt becupetHoro crekna (Tun
D.

[To 3 d¢nakona nuopuausata »
KoMIUIexkTe ¢ 3 aMITysIaMH
pacTBOpUTENs B TUIACTHKOBOM
MOAIOHE BMECTE C HI‘IC'l'p)’KL[HCﬁ no
MPUMEHEHHIO B Ma4Ky KapTOHHYIO.

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Lilio del Duca, 10

20091 Bresso (M) - Italy

Tel. +39 02 665 241 Fax +39 02 6565 01 492



3AMBOH C.ILA

Bua aena Kumuka, 9
36100, Brayenua, Uranus
Ten. (0444) 968911
Tenexc: 480097

daxc: (0444) 348049

1.2, — 820-36100, Buuenua
C.C.P. 10188386

CONTROL QUALITY LABORATORY
JIABOPATOPUA AHAJIM3A KAYECTBA

dapmariesrvyeckuii 3a80/
3ambon C.ILA.
Buuenua

ANALYSIS No
Ne Ananusa

PRODUCT: Fluimucil®-antibiotic 1T Iyophilizate for solution for injection

and inhalation 500 mg SU

[ponyxt @aynmyunn®-AnutnOuotuk UT nuopunnsar Ais NprUroToBaeHNs
pacTBOpa ANA MHBEKUMH 1 uHrangudi 500 mr

LOT:
Cepus:

20045380
20045380

Analysis AHanus

ANALYSIS CERTIFICATE
AHAJIMTHYECKHH [TACITOPT

Limits / ['panuiis

Officina farmaceutica

ZAMBON SpA

Vicenza
040000210478 date 16/04/20
890000016158 date 02/04/20
040000209442 date 03/04/20

Mfg. Date : 02/2020
Exp. Date : 02/2023

Pag.5/8

Result/Pesysibrar

Labelling

Lanbon Sph
Stabitime

Tk 4% 4 G -bc RULEEEERRTS
Casella Postale 820 - 36100 Vicenza - Italy

The lyophilisate bottle  label
should specify in Russian: the
trade name of the drug, the active
ingredient name, indicating the
dosage equivalent to
thiamphenicol, the name of the

medical form, *“Sterile”, batch
number, “Best before”.

The Ilyophilisate botile  label
should

additionally specify: the

registration sign of the trade name
in English, the manufacturer’s
logo (in the original language),
technical codes.

The ampoule with the solvent
should specify in Russian: solvent
name “water for injection”, the
volume of the solvent in the
ampoule, “Sterile”, the
manufacturer’s name and country,
batch number, “Best before:”

The ampoule with the solvent
should additionally specify: the
manufacturer’s logo in the original
language.

The carton box should specify in
Russian: the trade name of the
drug, the active ingredient name,
indicating the dosage equivalent to
thiamphenicol, the medical form
name, route of administration, the
composition per a bottle of
Iyophilizate and a solvent ampoule
indicating the solvent volume in

mL, kit contents, storage
conditions, prescription  status,
pharmacotherapeutic group

“Combined antibiotic (antibiotic +
mucolytics)”, “Keep out of reach
of children”, “Sterile”, “Please
read the instructions attached”, the
manufacturer’'s name and address,
the  marketing  authorization
number, the batch number of the

" PR AU Hate, “Best

reiiY

The lyophilisate  boule  label
specifies in Russian: the trade
name of the drug, the active
ingredient name, indicating the

dosage equivalent to
thiamphenicol, the name of the
dosage form, “Sterile”, batch

number, “Best before:”.

The lyophilisate boitle lubel
additionally specifies: the
registration sign of the trade name
in English, the manufacturer’s
logo (in the original language),
technical codes.

The ampoule with the solvent
specifies in Russian: solvent name
“water for injection”, the volume
of the solvent in the ampoule,
“Sterile”, the manufacturer’s name
and country, batch number, “Best
before:”

The ampoule with the solvent

additionally specifies: the
manufacturer’s logo in the original
language.

The carton box should specifies in
Russian: the trade name of the
drug, the active ingredient name,
indicating the dosage equivalent to
thiamphenicol, the medical form
name, route of administration, the
composition per a bottle of
lyophilizate and a solvent ampoule
indicating the solvent volume in

mL, kit contents,  storage
conditions, prescription  status,
pharmacotherapeutic group

“Combined antibiotic (antibiotic +
mucolytics)”, “Keep out of reach
of children”, “Sterile”, “Please
read the instructions attached”, the
manufacturer’s name and address,
the marketing authorization
number, the batch number of the
kitge the: manufacturing sdaleggsBest

20091 Bresso (M1} - taly
Tel +39 02 665 241 Fax. +39 02,665 01 492



3AMBOH C.IT.A

Bua nena Kumnka, 9

36100, Burenua, Mranus

Ten. (0444) 968911
Tenexc: 480097
Maxc: (0444) 348049

[1.a. — 820-36100, Buyeuua

C.C.P. 10188386

CONTROL QUALITY LABORATORY
JABOPATOPUA AHAJIM3A KAYECTBA

(DapmailesTHUECKHil 32RO
Jambon C.ITA.
Buuenua

ANALYSIS Ne
Ne Ananmsa

PRODUCT: Fluimucil®-antibiotic IT lyophilizate for solution for injection

and inhalation 500 mg SU

Hponykr Onyumyunn®-Anrubnotux UT anoduinsar ana npurortosnenua
PACTROPR jyiA HHbEKUMA 1 uHranauuit 500 mr

Officina farmaceutica

ZAMBON SpA

Vicenza
040000210478 date 16/04/20
890000016158 date 02/04/20
040000209442 date 03/04/20

Mfg. Date : 02/2020
Exp. Date : 02/2023

LOT: 20045380
Cepuna: 20045380
ANALYSIS CERTIFICATE Pag.6/8
AHAJIMTHYECKHH TTACIIOPT
Analysis Ananmus Limits / 'parnns Result/Pesyabrar
The carton box should additionally The carton box  should

Mapxupopka

specify: the bar code, the registration
sign of the trade name in English,
the manufacturer’s logo in the
original language, the graphic
depiction of the medical form,
technical codes, 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.

Ha 3TUKETKE rakona ¢
TMO(UIM3ATOM HA PYCCKOM s3biKe
YKa3blBAIOT! TOproeoe HA3BAHHKE
npenapara, HazBaHue
neficTpytouero BEUIeCTBA c
yKazaHueM J03UPOBKH B Tiepecuere
Ha THaMbeHHKO, Ha3BaHUe
JIEKAPCTBEHHOMH dopmsl,
((C’I‘BpHﬂbHO», HOMEDP CEpHH, «T'OCH
no:».

Ha ITHKETKE dnakona c
JHO(HIK3ATOM JIONONHHTETLHO
YKa3plBAOT: 3HAK O PErHCTpaiuu
TOProBOro  HaUMEHOBAHMWSA Ha
AHMUICKOM A3BIKE, JIOroTHI
(pUpMBI- MPOU3IBOANTENS (HA A3bIKE
OpHIMHaIA), [POH3BOACTBEHHbIE
koel. Ha amnyie ¢ pacrsopurenem
HA PYCCKOM H3blKE YKa3blBaIOT:
HA3BAHUE PACTBOPHMTENN «BOJA UIA
HHbeKUHHY, 00bem pacTsopuTens B
amnyne, «CTepuibHO», HA3BAHHE M
CTpaHy HHUPMBI-NIPOU3BOANTEN,
HOMEp CEPHM, KTOLEH 0N,

Ha amnyne ¢ pacrsopurtenem
JOTIOTHUTENBHO VKa3bIBaIOT:
NOTOTHN (PHPMBI-TIPOM3BOAMTENN Ha

?ﬂfh\ﬁn ‘AiLIKe OpurdHana. |

tabiftmiegto Fapmug ot Chanmacguti |

St A W B e HE BlASB com
Tel. +39 0444 968 911 Fax. +39 0444 348 049

Casella Postale 820 - 26100 Vicenza - Italy

additionally specifies: the bar
code, the registration sign of the
trade name in English, the
manufacturer’s logo in the
original language, the graphic
depiction of the medical form,
technical codes, Global Trade
[tem Number which is preceded
application  identifier  (01);
application identifier (21).

Ha ITUKETKE (i1akoHa c
IMO(QUNM3ATOM HA PYCCKOM SI3BIKE
YKa3aHO: TOProBoe Ha3BaHHe
npenapara, HA3BaAHKE
JefiCTBYIOUIErO BCLUECTBA ¢
YKa3aHHEM OO3HPOBKH B Iepecuere
Ha THampeHnkon, HalpaHue
JIEKApCTBEHHO N hopmel,
«CTepHABHO», HOMEP CEPHH, KIOIEH
4o,

Ha ITUKETKE
NHOPUAN3ATOM NOIOIHUTENLHO
YKa3aHO: 3HAK O  PerucTpauuu
TOProBoro HauMeHOoBaHMs Ha
AHTTIHICKOM A3BIKE, JIOTOTHIE
Gupmbl- NpoM3BOAUTENA (HA A3BIKE
OPUIMHAIA), IIPOM3BO/ICTBEHHbIE
KOZIbI.

Ha ammyne c pactBopureliem Ha
PYCCKOM SA3BIKE YKa3aHO: HA3BAHME
pacTBOpHUTENA «BOJ1A i
HHBEKLWAY, 00bEM pPaACcTBOPHTENA B
amnyne, «CtepwibHOY, HazpBauHe H
cTpany OHPMBI-NPOH3IBOANTESA,
HOMED CEPHH, «T'OAEH A0».

Ha amnyie ¢ pacTropurenem
AOTIONTHHTENIBHO YKa3aHo: JI0roTun
(prpMBlsnpONBROANTEIA / Sttt legitblKe
opiiifiditas | feaistersd Oifice

20091 Bresso (M) - ltaly
Tel 439 02.665.241 Fax -39 02 665.01 492

¢hraxona c



3AMBOH C.ILA

Bua gena Kumuka, 9
36100, Bruenua, Hranus
Ten. (0444) 968911
Tenexc: 480097

dakce: (0444) 348049

I1.s. —820-36100, Buuenua
C.C.P. 10188386

CONTROL QUALITY LABORATORY

JIABOPATOPUI AHAJIU3A
KAYECTBA

PapmauesTHYCCKK 3aB0

PRODUCT: Fluimucil®-antibiotic IT lyophilizate for solution for

injection and inhalation 500 mg SU

Mponykt ®uyumyurnn®-Antudnorux UT nHodunmsar win
NPHIOTOBJICHHUS PACcTBOPA IS HHBEKUMH M nuransauuit 500 mr

LOT:
Cepus:

20045380
20045380

Officina farmaceutica

3ambon C.ILA. ZAMBON SpA
Busenia Vicenza
ANALYSIS Ne 040000210478 date 16/04/20
Ne Ananuza 890000016158 date (02/04/20
040000209442 date 03/04/20
Mfg. Date : 02/2020
Exp. Date ; 02/2023
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Result/Pesynbrar

A3BIKE YKa3RIBAIOT: TOProsoe
Ha3BaHHE npenapara, Ha3zpaHHe
NeACTBYIOIETrO BeLlIecTBa g
YKa3aHHEeM JIO3HPOBKM B nepecHere
Ha THampeHuKol, Ha3BaHHe
nexkapcreeHHOH  hopMel,  crocob
NpUMEHEHUS, COCTaB HAa  OJMH
GuakoH  auoWIM3ATA M OLHY

aMmITy/ly pacTBOPHTENS ¢ YKalaHueM
obbemMa  pacTBOpuTENA B MI,
yxmarme O KOMIUICKTHOCTH, COCTan
KOMILIEKTA, YC0BHA XpaHeHHH,
YCNOBMA  OTIYCKA M3 anTex,
(dhapmaxoTepaneBTUUECKYO IPYIIy
«AHTHOMOTHK ~ KOMOWHUPOBAHHLIH
(aHTHOMOTHK + MYKOJIMTHK)?,
«XpaHHTb B MECTAX, HEAOCTYIIHbIX
s pereiy», «CrepunsHon, «Criocod

[IPUMEHEHHS - YqUTaiTe
NpHIATAEMYIO HHCTPYKLHIO»,
HazBaHMe W aapec  (UpMbl-

MPpON3BOAHTEINH, pel‘HCTpBLEHOHHbIﬁ
HOMCp, HOMEP CCPHM KOMILUIEKTA,
JAAaTy H3MOTOBJIEHUSA, «FOOCH 10,

Ha navyke KapTOHHOH
JOTIOJIHUTENBHO YKA3BIBALOT:
WITPUX-KOJ, 3HAK O PErucTpauHu
TOpProBOro  HaWMEHOBaHMsA Ha
aHrnniickom A3BIKE, JIOTOTHIT
OUPMBI-TIPOMIBOANTENA  HA  A3bIKE
OpHruHana, rpaduueckoe
n3obpaxeHue NEeKapCTBEHHOI
(OpPMBI, NPOU3BOACTBEHHLIE KO,
rnobanbHelii  MAEHTHPHKAIHOHHEI
HOMEp TOProBoit CIAMHULIBL,
KOTOpPOMY OpeaecTBYET
uaentuduxarop npumenenns (01),
HaeHTHGUKATOP npuMeHeHus (21).
JlonyckaeTca HAHECeHHE

HHAMBHAYALHOTO cepHitHoro
HoMepa BTOPHUHOM
(notpeburensekoii) ymakorkn JITl,
KOTOpOMY NpeIecTBYET
uaeHTHbukarop

Zambon SpA

Stabilimento Farmaceutico / Pharmaceutical Plant
Via della Chimica 9 - 36144 Vicenza - italy

Tel, +39 0444.968,911 Fix +39 0444,348 049

Casella Postale 820 - 36100 Vicenza - ltaly

Ha nauyke kapTOHHOH Ha pycCckKom
A3BIKC YKA3aHO: TOProBOC HA3BAHME

npenapara, Ha3BaHHE
AeHCTRYIOUIETD BCLIECTBA &
yKa3aHHeM [03HPOBKH B riepecuere
Ha THZ]M[beHHKOJ’!, HA3BaHUE
nekapcrseHHol  Qopmbl,  crnocob
[PHMEHEHHA, COCTAB  Ha  OJMH
(nakoH auodmMaM3ATA M OJHY

aMnyny pacTBOPHTCIN C yKazaHHEM
obbema  pacTBopurens B MJI,
YKa3aHHe O KOMIUIEKTHOCTH, COCTaB
KOMIUIEKTd, YCHOBHA  XpaHEHHs,
yolloBus  OTIIYCKa W3 anTek,
(hapmMakoTepanesTHYECKY0  [pyny
CAHTMOMOTHK  KOMOMHHPOBAHHLIIT
(aHTHOMOTHK  +  MYKOIMTHK)),
«XpaHKTh B MECTAX, HCAOCTYITHBIX
wis pereity, «Crepiunsron, «Cnocob

NpUMEHEHHA == yuTanre
NpUIaraemyio HHCTPYKUHION,
HA3BAHHE " aapec  ¢HupMbI-

[POU3BOANTCIIA, pC['MC’I‘anMOH[-IbIﬁ
HOMEP, HOMCpP CCPHHM  KOMIUICKTA,
JaTy H3rOTOBJEHHSH, «T'OJCH 10».

Ha nayke KapTOHHOI
AOMOJIHNTENBHO  YKA3aHO!  UTPHX-
KOJI, 3HAK O PETHCTpaL1y TOprosoro

HAUMEHOBAH KA Ha  aHrMACKOM
A3BIKE, J0ToTHN bupMbI-
[IPOU3BOAMTENA Ha A3bIKE
OpUrHHana, rpapuueckoe

iobpaneHue JIeKapCTBEHHO
GOpMBl, NPOH3IBOACTBEHHBIC KOUBI,
rnoBanbHelH  MASHTHMKAUHOHHBI
HOMED TOPIroBOH CIHHH L,
KOTOpOMY NpeLIeCTBYET
HAEHTH(HKATOP nieHTHQHKATOD
npumenenus (01), wmpewrudukarop
npumenenns (21).

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Lillo de! Duca, 10

20091 Bressa (M) - ILaly

Tel +39 02 665 241 Fax +39 02 66501 492



3AMBOH C.ITLA

Bua nena Kumuxka, 9 DapraueBTHYCCKUI 3a80/1 Officina farmaceutica
36100, BueHua, Hramua Jambon C.ILA, ZAMBON SpA
Ten. (0444) 968911 Buuenua Vicenza
Tenexc: 480097
Daxc: (0444) 348049
Il.s1. — 820-36100, Buuenua
C.C.P. 10188386
CONTROL QUALITY LABORATORY ANALYSIS Ne 040000210478 date 16/04/20

JIABOPATOPHA AHAJTIU3A KAYECTBA Ne Ananusa

PRODUCT: Fluimucil®-antibiotic IT lyophilizate for solution for injection
and inhalation 500 mg SU
IMpoayxt ayumyunun®-Anrubuoruk UT nHodUIHIAT MUIst NPUTOTOBNEHMS
pacrsopa g HHbeKUME 1 uHransumit 500 mr
LOT: 20045380
Cepusa: 20045380
ANALYSIS CERTIFICATE
AHAJIMTHYECKHA MTACIIOPT

Analysis Anamus Limits / I'paxuis

890000016158 date 02/04/20
040000209442 date 03/04/20

Mfg. Date : 02/2020
Exp. Date : 02/2023

Pag.8/8

Result/Pesyanrar

npumMeHeHns (21), a Taxke cpeicTsa
HAeHTHOHKauuy, oTobpaxkaemoro B
BHIE JIBYXMEPHOIO IITPHXOBOIO
Kofa.

THE LOT No. 20045380 COMPLIES WITH TECHNICAL DOCUMENTATION P N012977/01- 090609,

VARIATIONS 1-5

CEPHA N2 20045380 COOTBETCTBYET HOPMATHBHOH AOKYMEHTALMH IT N012977/01-090609,

HM3MEHEHHA 1-5

Seal (ITeuars)
Manager of Control Quality Department
3aneyouuii 0TAEI0M KOHTPOIS KauecTRa

Zambon SpA

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

Tel. +39 0444,968.911 Fax. +39 0444,348,049

Casella Postale 820 - 36100 Vicenza - italy

ZAMBON S.p.A.
3AMBOH C.ILA,

MBON s.p.A.
THIE QQUALIFIED PERSON

(COENCIE DIRECTIVE 2001/83 EEC ART 48)

{1 UI Trele Mareazs
{ & ey “Tf?})' ’.g’ (,,)ZQ

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Lillo del Duca, 10

20091 Bresso (M) ltaly

Tel +39 02.665.241 Fax +39 02 665.01.492



NOATBEPKIAEHUE Ne 7000007804/2 ot 29.04.2020
COOTBETCTBUA CepuH (MapTHH) JeKaPCTBEHHOTO Npenaparta TpedOBaHHAM,
YCTAHOBJECHHBIM MPU €ro rocy 1apCTBEHHOW perucTpannu

O6uectBo ¢ OrpaHuueHHOH OTBETCTBEHHOCTBIO «3amOon Mapman, HPHAHYECKUH
anpec 119002 r. Mocksa, ['nazosckuit mep. 1.7, MHH 7704654651, pacemotpes
caeuyouMe JOKYMEHThbl M COAEPIKALLMECSH B HUX CBEUEHUS:

a) cepruUKAT  [IPOM3BOAMTENs  JIEKAPCTBEHHOI'O  lIpenapara,  CO/AepiKalliuii
MH(OPMALMIO O KOHTPOJIE KayecTBa CepUH JIEKapCTBEHHOI'O Lpenapara;

0) HOPMATUBHYIO JOKYMEHTALMIO HA JIEKApCTBEHHbIH Nperapar;

B) JOKYMEHT 110CcTaBKH (MHBOMC) nocrasumka Ne 1420000384 ot 22.04.2020
HACTOSLLHM 3asiBJISIET, YTO JI€KapCTBEHHbIH 11penapar:

Toprosoe nHauMeHOBaHHE, JIEK. (POPMA, /L03NPOBKA, Qayumynmui-aaTuounoTuk MT nmoduimsar
(popMa BbinyCKd JUISL IPUTOTOBACHH S PACTBOPA JU1s
uHbeKii 1o unrasigi SO0 810mi

(nakonst N3 /B komiuiexte ¢
PACTBOPHTEIEM: BOJIA JUISl MILEKILM
(amny.ibt) 4mi N3

MeK Ly HAPOIHOE HENATCHTOBAHHOE HTAUMEHOBAHHE Tuampennkona raununar
(IpyLIIMPOBOYHOE HilH XHMHUYECKOE) aUeTUILMCTEeHHAT
Homep cepuu (naptum): 20045380
Obnem cepun (napTuu) 6501

| laTa Bpinycka 02/2020

| Fonen 10 02/2023
Haumenosanue u ajgpec npoussoauTens (¢ 3amboun C.ILA., Mranus
yKa3aHHEeM CTaIuil MPOHU3BO/ICTBA) Zambon S.P. A, Italy

Via della Chimica, 9- 36100, Vicenza
Bcee ctanuu DpoM3BOACTBA

Homep # jiata perucTpaltMOHHOI0 YJI0CTOBEPEHNS ITN012977/01 o1 10.06.2008
Homep HOpMATHBHOH JOKYMEHTALHH [TN012977/01-090609, uam. No 1-5
HanMenonanne 1 ajpec jiep:xarens 3ambon C.ILA., Mrains
PEruCTPALHOHHOTO YIOCTOBEPEHHA Zambon S.P.A., Italy

Via Lillo del Duka, 10- 20091, Bresso

COOTBETCTBYET TPeOOBAHMAM, YCTAHOBIEHHBIM [IPH  €M0  IOCYAAPCTBEHHOMH

perucTpaLuH.

[Insanuukos P.B. (cneudanucT no KOHTPOJIO KavecTBa) no gosepeHHoctd Noe 224 ot
17.03.2020 r. or umnoprepa OO0 «3ambon Papma» Ha OCHOBAHMHM JIOBEPEHHOCTH OT
npoussonutens «3amGod C.ILA.», Utaaus («Zambon S.P.A.», Italy) 6/u ot 18 nexadps
2019 r.

[nsnuukos P.B.
(PHUO)







