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3AMBOH C.ILA

Bua nena Kumuka, 9 dapmaleBTHYCCKHE 33801 Officina farmaceutica
36100, Buuenua, Utanus 3ambon C.ILA. ZAMBON SpA
Ten. (0444) 968911 Buuenua Vicenza

Tenexc: 480097

Make: (0444) 348049

1.1, — 820-36100, ButieHua

C.C.P. 10188386
CONTROL QUALITY LABORATORY ANALYSIS Ne 040000205650 15/11/19
JIABOPATOPHST AHAJIU3A KAYECTBA Ne Anayvsa 040000205135 08/11/19

040000204336 07/11/19

PRODUCT: FLUIMUCIL ANTIBIOTIC IT 500 MG SU
TMpoayxr Oayumyuun Antuduoruk HT 500 mr

LOT: 20043749 Mfg. date: 10/2019
Cepus: 20043749 Exp. date: 10/2022
Pag. 3/3
Analysis AHaIH3 Limits / I'panuiibl Result/Pesyabrar
Solvent (ampoule) PacTBOpHTEIIb LOT Cepus:: 28004938 Mfg. Date: 10/2019
Exp. Date: 10/2024
Conductivity Not more than 25,0 uS.cm™ 14 uS.cm™
BIIeKTPOIPOBOJIHOCTh He Gonee 25,0 mxc/cm
Nominal volume Not less than 4.00 ml 4,00 ml
HomunanbHblit 06beM He meree 4 mi
Calcium and magnesium accord. To Ph. Eur. Within limits
Kanbuuii u MarHui Coots. Esp. @ B npeaenax HOpPMbI
Residue on evaporation Not more than 4.0 mg (0.004%) complies
OcTaToK MpH BbINIAPUBAHUH He Gonee 4,0 mr (0,004 %) COOTBETCTBYET
Heavy metals Not more than 0.1 ppm complies
TsKesbie METaIbI He 6onee 0,1 ppm COOTBETCTBYET
Sterility sterile complies
CrepunbHOCTh CrepriibHbIf COOTBETCTBYET
Bacterial endotoxins Not more than 0,25 L.U./ml complies
BakrepuaibHble IHAOTOKCHHDI He 6onee 0,25 ME/mi COOTBCTCTBYET

Particulate contamination:
MexaHH4eCKHe BKIIIOUYCHMSA:

[nvisible particles/ HEBWAUMBIS HaCTHLBL Not more than 6000/amp/He Gonee complies/cOOTBETCTRYET

- particles > 10 um/mactuumsl = 10MKM 6000/amm.

- particles > 25 pm/qactiiubl > 25MKM Not more than 600/amp/te Gonee complies/COOTBETCTBYET
600/amn.

THE LOT No. 20043749 COMPLIES WITH TECHNICAL DOCUMENTATION P N012977/01-090609,
VARIATIONS 1-4

CEPMS Ne 20043749 COOTBETCTBYET HOPMATHUBHOKW JOKYMEHTAILUH I1 N012977/01-090609,
M3MEHEHM 1-4

Seal (TTeyarts)
Manager of Control Quality Department ZAMBON S.p.A.
3apeyloluii OTAENOM KOHTPOJIA Ka4uecTsa 3AMBOH C.IT.A.

ot Woead MBON S.p.A.
- 46/ QUALIFIED PERSON
(COUN L DIRECTIVE 2001/83 EEC ART. 48)
. Michele .‘ngm

Zambon SpA Direzione e amministrazione / Sede legale
Stahilimento farmaceuticof Pharmaceutical Plant Head Office / Registered Office

5 Via della Chimica 9 - 36100 Vicenza - Italy Via Lillo de! Duca, 10

i {8 Tel +39 0444 968 911 Fax +39 0444 348 049 20091 Bresso (MI) - Italy

Caselia Postale 820 - 36100 Vicenza - italy Tel +39 02665241 Fax +39 02 £65.01.492



3AMEOH C.IT.A

Bua pena Kumuka, 9
36100, Bugenua, Hranus
Ten. (0444) 968911
Tenekc: 480097

Daxc: (0444) 348049

I1.8. — 820-36100, Buyenua
C.C.P. 10188386

Officina farmaceutica
ZAMBON SpA

Vicenza

PapmauesTHeckui 3aron
3am6Gou C.ILA.
Buuenua

CONTROL QUALITY LABORATORY ANALYSIS Ne 040000205650 15/11/19
JIABOPATOPHS AHAJIU3A KAYECTBA Ne Ananuza 040000205135 08/11/19
040000204336 07/11/19

PRODUCT: FLUIMUCIL ANTIBIOTIC IT 500 MG SU
Ipoaykt Onynumyunn Antubuoruk UT 500 mr

LOT: 20043749

Cepusi: 20043749

Mfg. Date : 10/2019
Exp. Date : 10/2022

Pag. 2/3

Analysis Ananui Limits / I'panuupt Result/PesynbTar

[ Lyophilized product (vial) Jlnopuaninposannsiii nopomok (thnakon) E

Particulate contamination:
MexaHuueckue BIIIIOUEHHS:
Invisible particles/ veBuauMble
YACTHIbL;

- particles = 10 um/uactuus! > 10MkM

Not more than 6000/vial He Gonee 6000/dn.

complies/cooTBeTcTBYET

- particles > 25 um/aactuust > 25MkM  Not more than 600/vial He 6onee 600/¢n. complies/cooTretcTBYCT
Bacterial endotoxins Not more than 0.7 I.U./mg of thiamphecol complies
Baktepuanbubie 3HA0TOKCHHDI He Gonee 0.7 ME/Mr Tnamdenukona COOTBETCTBYET
Pyrogen test Should be apyrogenic complies
[MuporensocTs HomxeH 6bITh anuporeHHLIM COOTBETCTBYET
pH From 351045 4,1
pH Or3,5104,5 4,1
Solvent (ampoule) Pacteoputeas  LOT Cepns: 28004938 Mfg. Date: 10/2019
Exp. Date: 10/2024
Appearance Clear, colourless, odourless, tasteless liquid complies
Onucanue [Ipospaunas Gecusethas sxuakocTs Ges COOTBETCTBYET
3anaxa M BKyca
Acidity or alkalinity accord. To Ph. Eur. complies
KucnotHocTs K wenouxocts Coors. Esp. . COOTBETCTBYET
Chlorides Not more than 0.5 ppm complies
Xnopuan He Gonee 0,5 ppm COOTBETCTBYET
Sulphates accord To Ph, Eur. complies
Cynbdats Coots. Esp. . COOTBETCTBYCT
Nitrates Not more than 0.2 ppm complies
Hutpats He Gonee 0,2 ppm COOTBETCTBYET
Ammonium Not more than 0.2 ppm complies
AMMuak He Gonee 0,2 ppm COOTBETCTBYET

Oxidisable substances

accord. To Ph. Eur.

Within limits

Boccranasnusatonue pewectsa Coots. Esp. @

Zambon SpA

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

Tel +39 0444968 911 Fax, +39 0444 348 049

Casella Postale 820 - 36100 Vicenza - Italy

B npenenax Hopmel

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Lillo del Duca, 10

20091 Bresso (MI) - Italy

Tel +39 02.665 241 Fax. +39 02.66501 497



3AMEBOH C.ILA
Bua nena Kumuka, 9
36100, Buuenua, Hranus
Teun. (0444) 968911
Tenexc: 480097
®daxc: (0444) 348049
[1.s. — 820-36100, Buuenua
C.C.P. 10188386
CONTROL QUALITY LABORATORY

JIABOPATOPHA AHAJIM3A KAHECTBA

dapMaLeBTHHECKHI 3aBOJ
3ambon C.IT.A.
Buuenua

PRODUCT: FLUIMUCIL ANTIBIOTIC IT 500 MG SU
[poxykt ®ayumyunn Antuouoruk UT 500 mr

LOT: 20043749
Cepus: 20043749

Analysis Ananu3

Officina farmaceutica
ZAMBON SpA
Vicenza

ANALYSIS Ne 040000205650 15/11/19
No Anamuza 040000205135 08/11/19
040000204336 07/11/19
Mfg. Date : 10/2019
Exp. Date : 10/2022
Pag.1/3

Limits / I'panuiibl

Result/PesyanTar

E

Lyophilized product (vial) JIinognan3npoBauublii 10pouwor (diakon)

i

Appearance

Onucanue

Identification of thiamphenicol glycinate
acetylcysteinate

[ToaaMHHOCTE THAMDEHHUKOIA
rIMLMHATA AUETHILHCTEHHATA

Mean content weight and uniformity of
mass

Cpeanss Macca COJCPKUMOro diakona
W OJTHOPOAHOCTD N0 Macce

Clarity
[1po3pa4HOCTh

Color of solution

L{seTHOCTE

Loss on drying
[ToTepa B macce Npy BRICYLIHBAHUM

Thiamphenicol glycinate acetylcysteinate
assay mg/vial

KonuuecTBeHHOE COUEPIKaHNe
THaMEHHKOIA MTHLUMHATA
aueTHINMCcTeMHaTa, Mr/dnakon
Thiamphenicol assay mg/ vial
KonuuecTBeHHOE COAEpKaHue
Tuampennkona, mr/ Grakon

Glycine

i

Sterility
CTepHILHOCTD

Zambon SpA

stabilimento Farmaceutico / Pharmaceutical Plant
Via dalla Chimica 9 - 36100 Vicenza - ltaly

Tel. +39 0444.968 911 Fax. +39 0444.348 049

Casella Postale 820 - 36100 Vicenza - Italy

White or light yellow lamellar mass with a
slight sulphureous odour

Benas Wi CBETJI0-HeNTas naacTHHYaTas
Macca C JIETKUM CEPHBIM 3araxoM

positive
MOJIOMHTENIBHO

873,3mg+ 5%

18/20+ 5 %

2/20+ 10 %

8733 mMr+5%

18/20 + 5%

2/20 £ 10 %

Reconstituted solution has to be transparent
in comparison with water
BOCCTaHOBJIEHHBIi PACTBOP J0JKEH ObITh
Npo3payHLIM 110 CPABHEHHIO ¢ BOJOH
Intensity of reconstituted solution color
shouldn't exceed color of reference solution
Y4 during 30 s

MHTEHCMBHOCTH OKPacKkH BOCCTAHOB/IEHHOTO
PacTBOpa He J0JKHA

[peBbILIATE HHTEHCUBHOCTH OKPACKH
aTanonHoro pacteopa Y4 B tedenve 30 ¢
<1,00%

<1,00%

From 729,0 to 891,0

Ot 729,0 no 891,0

From 450,0 to 550,0 (90 - 110 %)
Ot 450,0 no 550,0 (90110 %)

<2,0%
<2,0%

sterile
CTEpUIbHbIA

complies

COOTBETCTBYET

complies
COOTBETCTBYET

870,7 mg
complies
complies
870,7 mr
COOTBETCTBYET
COOTBETCTBYET
complies

COOTBETCTBYET

complies

COOTBETCTBYET

0,14%
0,14%

844,8 mg
844,8 mr
522,0 mg (104%)
522,0 mr (104%)

1,3%
1,3%

complies
COOTBETCTBYET

Direzione e amministrazione / Sede legale

Head Office / Registered Office

Via Lillo del Duca, 10

20091 Bresso (M) - italy

Tel +3902 665241 Fax, +39 02.665 01 492



PEIVJIBTATH UCIIBITAHUI

3d-02-COMM-27-03

Oupeacasiesthie HUL na metoan Juaycuun nokazaTesei
. HORRIATC HenkIranuk Hopmet HJA PesyanTaTe nenbitanuii
Onucanie i [TN012977/01-090609 lMopowok: Benas uau ceeto- Ceetno-xearan nnactin'aTas
: | H3M. Ne |-4 WenTas NacTHHYaTas Macca ¢ Macca ¢ NerKUM CepHBIM 3anmaxoMm. |
! (opranoaentuyeckuit) | nerkum CEPHBIM 3aNaAX0OM. i
5 Pacteopurens: Mpo3paunas Ipospaunas Gecusethas xuukocTs |
i GecuseTHas KuakocTs Ges sanaxa | Ge3 3anaxa W Bkyca.
| ' o i BKYCH, | (CootsetcTayer) .
" Ynakonka IINGI2977 01-090609 | 110 810.0 mr Jvodunuilata wis !

|

136, No |-

| NPUIOTOBACHMA pacTBOpa /IS

UHBCKUMIT 1 HHraas UM Bo

trarkoHbl GecuBeTHOrO CTEKNA
(THn 1), ykynopeHHbie
XnopSyTHaKayuyKkoBoH npoGko#
H AIFOMHHHEBBIM KONMaYKoM noa
obkaTky.

' Mo 4.0 ma Boas! A8 HHbEKINE B
. amIyel OCCHRETHOTO CTeK. 1A

(rnn ). o 3 dakona
JnoduanlaTa B KOMILIEKTE ¢ 3
amnyjaaMmiu pacTBOPHTENA B
NNACTHKOBOM NMONOHE BMECTE ¢
HMHCTPYKUHEA Mo npUMeHeHHIO B
Na4yky KapTOHHYIO,

810,0 Mr anoduanzara ans
NPUroTOBNEHHA pacTBOPa 414
HHBEKILHH M HHransuuit so
hnakone GecuseTHOro crekna,
YKYNOpPeHHOM

X10p0yTHAKay yKOBOI Npobkoii 1
| NOMHHHEBbIM KONNaYkoM non |
| obkatky., {

i
i

| 4.0 M BOAR NA HibEK L B
| aMnyne GecuBeTHOro cTekna.
- 3 nakoHa anodunuiata p

KOMIAEKTE C 3 amnyaamu

PacTBOPUTENS B NNACTHKOROM
NOMLOHE BMECTE C HHCTPYKLKeH 110 |
NMPHMCHEHHIO B MAYKE KaPTOHHOM. |
(CootBeTCcTBYET)

Mapxkuposka

ITN012977/01-090609
H3m, No | -4

Ham. Ne3:
Ha sTuxetke dhaakona ¢

| THOGIHAH3ATOM Ha pycCKoM

A3hIKE YKa3h!BAKOT: TOProsoc

| Ha@RaHIE npenapara. HalBaHue

AefiCTRYIOILETO BEILECTRA C
yKa3aHHeM [03UPOBKH B
nepecyeTe Ha THaM(eHHKo,
Ha3BaHHE NeKapCTBEHHON (opMbl,
«CTepuabHO», HOMEp cepHy,
«rolen ao:m.

Ha aTukerke oakoua ¢
SHOMINBITON AQHOANNTERHO
YKa3bIBAIOT: 3HAK O PCrucTpaniy
TOProBOI0 HAHMEHOBAHHA Ha
AHIIIHIACKOM A3bIKE, TOTOTHN
(HpMbI-NPOH3BOANTENR (Ha
fA3bIKE OPHrHHATA),
NPOH3BOACTREHHbIE KOaLI. Ha
amnyJic ¢ pacTBOPHTENEM Ha
PYCCKOM A3bIKE YKAa3blBAOT,

| Ha3BaHiie pAaCTBOPHTENA «BOJA
| AR HHBCKIHT, 00beM

PacTBOPHTCIA B amiiyae,
«CTepi.IbHOY, HalBakKe 1 CTpany
(HpMbI-NpoK3IBOAHTENA, HOMED

| CepHH, «rofeH ao».

Ha amnyne ¢ pactsopuTenem
JIONONHHTENbHO YKaiblBaKOT;
JIOTrOTHN (MIPMbI-NPOHIBOHTENR
HA A3hIKC OpHTHHANa,

Ha navke kapTonHoit Ha PyCcCkoM
A3bIKE YKA3hIBAIOT, TOProBoc
HaiBaHie rnpenapara, HaiBatiHe
AcHCTRYIOUIErO BCLUECTRA C
yKalaHHEM J03HPOBKH B
liepeceTe Ha THaMQeHHKon,
Ha3BaHHe NekapCcTBEHHOH dopMbl,
CNocod nNpHMeHeH s, COCTar Ha

Ha stuketke dnakona c
JHOMHINIATOM Ha PYCCKOM A3bIKE
YKa3aHo: TOproroe Ha3palue
npenapara, Ha3BaHue
AeHACTBYHOLLErO BElIECTRA ¢
yKalanuem J03HPOBKH B NEpCCyeTe
Ha THaMdennkon, HalBaHue
JIEKApCTBEHHOH BopMmbl,
«CTeprnbHO», HOMeEp cepiy,
«roAcH ao:n,

Ha srukerke duiakona ¢
JNHOMIIHIATOM A0NONHHTE L HO
YRQIAHO! THAK O PErHCTPaILH
TOPIoOROro HaHMCHOBAHHA Ha
aHTIHHACKOM A3bIKE, J10roTHN
UPMBI-NPOH3BOAHTENS (Ha A3bIKC
OpHIHHANA), NPOUIBOACTBEHHhIE
KOIbl,

Ha ammyne ¢ pacTeopuTesnem na
PYCCKOM A3bIKC YKa3aHO: Ha3BaHHe
PACTBOPHTENA «BOJA ANA
HHBCKUHA», 00bEM PacTBOPHTE A B
amnye, «CTCPHIBHOY, HAZRAHNC It
cTpala QUpMLL- MPOHIBOAUTEIS,
HOMED CCPHH, «roaeH a0».

Ha amnyne ¢ pactsopurenem
JOTIONTHHTENHO YKa3aHO: TOroTH |
(PHPMbI-NPOHIBOAMTENA HA A3LIKE
OpHTHIana.

Ha navke kapToHHO# Ha pycckom
AIbIKE YKa3aHO: TOPrOROE HA3IRIHME |
lipernapara, HaiBaHme
ACTICTBYIOILCTO BLILCCTBA C
YKa3aHHEM JI03HPOBKH B NepecueTe
Ha THAaM(EHH KO, Ha3BaHHE
NeKapcTBEHHON (hopmbl, ciocod
NpUMeleHHA, COCTAB Ha OIHH
(hnakoH nHodIAKH3aTA U oaHY
|_aMnNyny pacTBOpHTeE.Ns C

[MpoToko: ncnkiTaHuil Ne 14947

ctp2u3l



3-02-COTM1-27-03
1
oauH (nakoH THOQHAH3ATA U ykasanHem o6bema pacTROPHTENS B |
; 0AHY aMMyAaY PACTBOPHTENA C MJl, yKa3aHHe O KOMINCKTHOCTIL 1

VKalaHuiem ofhema pacTBOPHTEAA ‘I COCTAR KOMMICKTA, YCIOBHA |
B MJL VKQ3AHHC O XpaleHHA. YCJIOBHA OTHYCKaA M3

KOMILICKTHOCTIL COCTAR I anTek. (papMakoTepaleRTIMCCKASR
KOMILICKTAL YCAOBISA XpaHEna, Ipyina «AHTHONOTIK
[ VCIOBIA OTHYCKA 13 aNTCK, KOMOI11MPOBAHHBIA (AHTHOHOTIK -
(papMakOTepanesTHICCKYIO MY KOSIUTHK)», «XpaHHTh B MCCTAX, §
. rpynny «AHTHOHOTHK HEAOCTYMHbIX ANA AeTeiin, |
i KOMGHHUpOBaHHbI it (aHTHOHOTHK | «CTepuabHOY, «Cnocob
i i MYKOJHTHKI) ¢ XpaniTh B NpUMENHEHHA - unTaiTe
MECTax, HEJOCTYTIHbIX ANs npHnaraeMyro HHCTPYKIHION,
; aetein, «Crepunbton, «Cnocod naseanie w aapec hupmsi- ‘3
| NPIMCHEHNR - YiTadTe NPOHIROANTENS, PErHCTPAILIOIILIR
b HPpHAATACMY ) HHCTPY KILHIO», HOMCP, HOMED CCpliH KOMILICKTA.
| Ha3Baline H aapec PUpMbi- AaTa 13roToRAEHHA, «TOACH 107,
| npoinsonNTENA, Ha nauke kaprounoil
pC[‘HCT]’)ﬂI,lIIO!l!IhIﬁ nomep‘ HOMED NOAOJHUTENLIO )‘Kaga[{o: UITPUX-
CCpiH KOMMNIEKTA, AaTy KOJl, 3HaK perucTpauni Toprosoro
MIrOTOBIEHHA, KTONCH A0N. HAWMCHOBAHUA HA AHTTHACKOM
Ha nauke kapToHHO#H AILIKE, TIOFOTHI (PHUPMBI-
NONOANUHTEABHO YKA3bIBAIOT! NPOM3BOAHTENSA Ha A3bIKE
TPHN-KO/, 3HAK PCrucTparti opuriHaia, rpaHiccRoe
TOProRoro HanmMeHoBaHia na ||’1oﬁpa;Kcm|c .'IGKapCTI'iL‘Illiﬂﬂ
AU ITHIICKOA A3BIKE, 2010THH ([M)pMM. Hp()lliﬂ().’lCTBCIH!hIC ROkl
I | (hHpMBI- IPOHIROINTENSR HA
A3hKe OPHIIHANA, rpadiueckoe
| wioBpaen e NeKkapcTBCHHOM
hepaasl, NpQlBEQLCTRRNERIE XpaHuTh NpH TeMAepaType 0T 15
: KOJIbl. a :
i | XpaHeHHe NpH TeMmneparype ot 20 23°C.
! | 15pr10 259C pi TEMTEPATYE Cpox roavocri: 3 rona (Fozen Jto:
2 | ) 10/2022)
| Cpok roaHocTit: 3 rona.
_ , | (CooracrcrayeT)

PSP S i =t S S—— — i

3AKJIIOYEHHE:

IMPEJICTABJIEHHBIE ~ OBPA3LLbI COOTBETCTBYIOT TPEBOBAHWSIM  HOPMATHBHOTO
JJOKYMEHTA MO MPOBEPEHHBIM [TOKA3BATEJIAM.

NMPUMEYAHUE:

LANNRIC PES AL TATH HPOTOROIR HEIBITANNT PACHPOCTPANKIOTCR TOARKO Ha 0BpaICIL NOIBCPIHN Thill HCTBITAHHAN,
HacTofnutii HPOTOKO: He MOACT Obirh HOIOCTBIO WA HACTINHO neperieuaTtal 0el paspeuiciing HCHBITATEBION
AadopaTophi.

ﬁ’/ -
OTBeTCTREHHbBIH 32 ohopmnete NPOToKoAa YA "i’i— ~/Tonsakuna M.B.
NOANUCH O .U.0.
M.IL.

MpoTokon HenbiTanui Ne 14947 ctp 3 w3l



