3AMBOH C.IT.A
Bira sieha Kisiika, 9
36100, Buuenua, Hranus
Ten. (0444) 96891 1
Teneke: 480097
Dakc: (0444) 348049
[Ts1. — 820-36100, Buuenia
C.C.P. 01883806
CONTROL QUALITY LABORATORY

JIABOPATOPH ST AHATTH3A KAUYECTBA

DapMale BT HUCCKI 3480/
Sasmbon CI1LA.
[Bivena

ZA

ANALYSIS No 040000190871
040000187179
040000186913

Ne Arania

PRODUCT: FLUIMUCIL ANTIBIOTIC IT 500 MG SU
Hpoayrt @ayumyin AutuGuotik M7 500 mr

20036465
20036465

LOT:
Cepust;

Analysis Ananus

Mfg. Dat

Officina farmaceutica

MBON SpA

Vicenza

06/09/18§
2106718
04/06/18

¢ 05/2018

Exp. Date : 0572021

Limits / ['pastitius
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Result/Pesyavrar

|

Lyaphilized produet (vial} Jlno@uansnposanubiii nopouor (daawon)

Appearance

Onucadne

Idenrification of thiamphenicol gheinate
acelvlersteinare

[MounnHiocTe THaM(eHMKOA
IARLIHATA QUeTHALUNCTEHHATA

Mean content weighi and uniformity of
Tss

Cpennsia Macca concpsxuMora quiakona
" OLlHOpOﬂHOL'-Th no Macce

Clarity
[pospasinocts

Color of solution

LlBcTHOCTR

Loss on drying
TloTeps B Macce Npi BLICYUINBAH MY

Thiamphenicol glycinate acetvlevsteinate
assay mg/vial

KonnyceTeeHHOC coaepaaHiie
ThaMmdeKona InUHHATE
aneTHnumcTrenHara, mr/dnakon
Thicmphenicol assay mg/ vial
Konnuecreenyoe conepxranne
THaMeH1tkoAa. M7 GaakoH

Ghveine

[auimk

Sterility
CrepunbHOCTD

White or light yellow lamellar mass with a

slight sulphureous odour
Gestas uai CBCTHO-MEATAN MACTitHaTan
Macea ¢ NCrKIM CepHbIM 3aTaNon

positive
HOJIOACHTENBHO

8733 mg £ 5%
18205 %
220+ 10 %
8733 Mr+35%
18/20+5 %
220+ 10%

Reconstituted solution has (o be transparen

in comparison witl warer
BoccralloBacHHLI PacTBOP HOAMEH ORIT
HPO3PA'tHLIM 110 CPaBHEHHIO ¢ BONOI
Intensity of reconstituted solution color
shouldn't exceed color of reference soluti
Yd during 30 s

HHTEHCHBHOCTH OKPACKH BOCCTAHOBIEHHOIO

pacTeopa He HOJDKHA
NPEBLILIATL NHTEHCHBHOCTH OKPACKT
ITANOHHOIO pactBopa Y4 B Teuerie 30 ¢
< 1.00%

From 7290 to 891,0

017290 20891,0

From 450,0 1o 550,0 (90 — 110 %)
O1450.0 1o 550,0 (90— 110 %)

<2,0%
= 2,0%
sterile
CTCPMIILHBA

Zambon SpA

Wi

Stabilimento Farmaceutico / Pharmaceutical Plant
i della Chimica 9 - :

Tel +39 044d 968 917 Fax +39 (444 348
Casel'a Postale 820 - 36100 Vicenza - taly

36100 Vicenza - italy
049

0,00 1y - KEA dllano n TH14304 CFAIVA 1T 0 05741830965 Sede

complics

COOTRCTCTRVET

complies
COOTBCTCTRYCT

NOI, S mg
complics
complies
863,8 mr
COOTBCTCTRBYET
COOTBeTCTRYET
conmplies

b COOTBETCTBYCI

complies
on

COOTBCTCTRBYET

0,10%
0,10%

8§49.9 mg

849.9 ur

3230 mg (105%)
525,1 mr (105%%)

’ . _? f-)’u

1,2%

complics
COOTRETCIBVE]

Direziona e amministrazione / Sede legale
Head Office / Registered Office

Wia Lillo del Duca, 10

0091 Bresso (MU} - aly

Tel. +3% 02 665 241 Fax +39 02 66501 492

Jnipersanale



FJAMBOITCI1LA

Bua sena Kumnka, 9
36100, Bpuenua, Mraims
Ten. (0444) 96891 |
Tenekc: 480097

dake: (0444) 348049

Fla, - 820-30100, Buueniu
C.C.I'. 101883806

Olficina farmaceutica
ZAMBON SpAa
Vicenza

Dapaanerreckini 3a8o.t
3axioon CITLA.
Buvem

CONTROL QUALITY LABORATORY ANALYSIS No (40000190871 06/09/1%
JABOPATOPHA ANATIIBZA KAYECTBA Ne Anastinsa 040000187179 21/06/18
040000186913 04/06/18

PRODUCT: FLUIMUCIL ANTIBIOTIC [T 500 MG SU
Opoaykr dayvunywnn Awrnduornk M1 500 mi

LOT: 20036465

Cepug: 200364065

Mta. Date : 05/2018
Exp. Date : 05/2021]

Pag. 2/3

Analysis Ananns Limits / 'pannp Result/Pesyantan

Lyephilized product (viel) Jlnodgumisuponanneiii nopomox (h.akon)

Particulare contanination:

MeXaHHICCKIC BRINOYEHNS !

Invisible particles/ nesuanmnie

HUCTHILBL

- particles = 10 pmmactuninl = 10MkM  Nor maore than 6000/ vial He Gonee 6000/,
- particles = 25 padaactiiun = 25vkm Nor more than 600/vial He donee 600/¢an.

complies/CooTBeTCTRYE
complies/cooTpeTCTBYCT

Bacterial endotoxins
hﬂKTepl 1A0BHLIC SHTTOTOKCHITL!

Not more than 0.7 LU g of thiamphecol
He Gonee 0.7 ME/Mr THam@iesnxona

compilios
COOTBETCTBYCT

Pyrogen test
IiporensocTs

Should be apyrogenic
HosxeH QbiTb aniporeHHbIM

complies
COOTBCTCTRYCT

pH From 3510 4.5 4.2
pll O1 3.5 1045 4,2
Solvent (ampoule) PacteopnTes LOT Cepusi: 28003989 Mig. Date: 05/2018

Exp. Date: 05/2023
Appearance Clear, colourless, odourless, tasteless liguid complies

Onucanie ITpospaviHas DeciBeTHasn KILIKOCTL 673

jataxa 1 BKYCa

COOTBETCTIBYET

Acidine or alkalinity
KHCDOTHOCTS Wi 1ICN0MHOCT,

Chlorides
XJOPHIbI

Sulphates
Cynbdatil

Nitrateys
Hurpana

Ammaoninni
AMMIaK

Oxidisable substanees
BUCCTC’“ [QERIHBAIONINC BRIHICCTBA

accord To Ph. Lur.
Coove. Lep. d.

Not more than 0.5 ppm
Ile Gonee 0.5 ppm

accord. To I'h. Eur.
Coors. Lrp. @,

Not more than 0.2 ppmn
lle Gonee 0.2 ppm

Nor mare than 0.2 ppm
He Gonec 0.2 ppm

accord. To Pl Lur.
Coore. Eep. @

Zambon SpA

Stabilimenta Farmaceutico / Pharmaceutical Plant

Wiz della Chimica 3 - 36100 Yicenza - haly
Tel +39 0444 968 911 Fax 130 U4dd 348 043
Casella Pustale $20° 36100 Vicenza - haly

Tan Sne S S R0 BRO M Ty - BF @ Miboa n IR1436J CER

complies
COOTBETCTRYET

complies
COOTBETCTBYET

complies
COOYRETCTRYET

complies
COOTBETCTRYET

complies
COOTHETCTBYE |

Within limits
13 npeacnax HopMbl

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Uilio del Duca, 10

20091 Bresso (M) - haly

Tel. 139 02 665 241 Fax +39 07 66501 497




3AMBOH C.IT.A
Bua nena Kunnka, 9
36100, Buuenua. Hramisn
Ten. (0444) 96891 |
Tenexc: 480097
Pare: (0444) 348049
[T.s. -~ 820-36100. Buuenna
C.C.P. 10188386
CONTROL QUALITY LABORATORY

Officina farmaceutica
ZAMBON SpA
Vicenza

QuparaleBTHIRCK I 3aB0A
Jambon C.ILA.
Buucnna

ANALYSIS Na 040000190871 06/09/18

JTABOPATOPHUA AHAJIM3A KAYECTBA Ne Ananusa 040000187179 21/06/18
040000186913 04/06/18
PRODUCT: FLUIMUCIL ANTIBIOTIC IT 500 MG SU
[Tponykr Gayumyuun ArTuduorik MT 500 ai
LOT: 20036465 MTe. date: 05/2018
Cepus: 20036465 Exp. date: 05/2021
Pag. 3/3
Analysis Anannz ‘ Limits / I'paininn ___ Result/Pesyaprar
Solvent (ampoule) Pactsopureas LOT Cepnsn: 28003989 Mfg. Date: 05/2018 -
- Exp. Date: 05/2023 _J

Conductivity
DNCKTPONPOBOLHOCTE

Nominal volume
HoMuHanbHbli 00beM

Calcium and magnesiun
Kanbumii n maruui

Residue on evaporarion
OcTaTox 1pH BhINapPHBaHIN

Heavy metals
TsKensic MeTaNNbI

Sterility
CrepuabHoCTb

Bacterial endotoxing
BakTepraiibHble SHROTOKCHHbI

Particulate contamination:
MexaHH4yecKle BKNIOUCHNS!

Invisible particles/ neBnianMeble HacTHILbI:
- particles 2 10 gim/mactiums = 10MKM
- particles = 25 gm/Mactiiel = 25MKM

THE LOT No. 20036465
CEPHA Ne 20036465

Seal (Tleuats)

Manager of Control Quality Department
3asesyrouliil OTACHOM KOHTPOAS KAYeCTBA

Not nore than 25.0 uS.cni
He Oosee 25,0 mke/cm

Not less than 4.00 ml
He menee 4 mn

accord. To Ph Eur.
Coote. Epp. @

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

Not mare than 0.1 ppm
He Gonee 0.1 ppm

sterile
CrepunbHb

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

Not maore than 6000/amp/He 6o
6000/amn.

Not more than 600/amp/He Gon
600/amn.

10,000 uS. ent’!
4,201 mi
Within limits

B npcuenax sopmsl

complies
COOTBCTCTBYET

complies
COOTBETCTRYET

complies
COOTBE1CTBYET

complies
COOTBCTCTRYET

nee camplies/cOOTBETCTBYCT

ee complies/co0TBRTCTBYCT

THE LOT COMPLIES WITH THE SPECIFICATIONS

Cepu.ﬂ COOTBETCTBYET CNEl lli(l)H KaUuHAM

Dr. M. Marcazzan

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

/ / ZAMBON S.p.A.
A

S OINCIL DIRECTIVE 2001/5:
t& D Aicheled o

Zamban SpA

Stabilimento Farmaceuticn / Pharmaceutical Plant
Via della Chimica § - 36100 Vicenza - ltaly

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

Casella Festa'e 820 - 36100 Vicenza - 'lely

E QUALIFIED PERSON

3 EEC ART 48)

3

Direzione e amministrazione / Sede legale
Head Office / Registered Qffice

Via Lille del Duca, 10

20091 Bresso (MI) - Haly

Tel. +30 02 665 741 Fax +39 G7 685 Q1 492

FA Mildao n TBETEIES £ FAPIVA IY 1 O5347630965 Snclety niper sl







AEKJITAPALIMA O COOTBETCTBUU
OEKNAPAHT, NPUHUMAIOLLNI OEKNAPALUIO O COOTBETCTBUW:

000 "3amboH dapma", UHcnekuus depepanbHoit Hanorosoi cnyx6sl Ne4 ro r, Mockse OFPH: 1077757775182 ot
10.07.2007 r., agpec: 119002, r. Mocksa, Mnasoeckuit nep; A.7 . Tenedon; (495)933-3830, chake. (495) 933-3831.
B nuue: MeHepansHoro avpexTopa Mnyxosa B.B.

HRosepeHHoe nuuo: LnanHukos P.B.

LdoseperHocTs Ne: 156 ot 08.01.2018 r.

3AABINAET, YTO NEKAPCTBEHHOE CPEACTBO:

Pnyumyuun®-antubuotuk UT, nnodunusar ans NpUroToBNEHUS pacTeopa ANMA VHBLEKUMUIA # UHransuui 500 mMr
810 mr, dnakoHbI(3)/8 KOMNNEKTe C PaCTBOPUTENEM-BOAE ANA MHBEKUMIA 4MN amnysl(3)/NoAROHS!
NNacTukoBbie(1), naykk kapToHHbie, per. ya. Ne M1 N012977/01 ot 10.06.2008 (aata ohopmMneHus per.ya.
109.06.2008), cepus 20036465/p,28003989, roaeH no: 01.05.2021, naptus: 6544 ynaxkosok, KoHTpakt NeG/H o

01.05.2012 r., uHBoitc N2 1418000730 ot 14.09.2018 r. Ko OKTIIZ:
BbillyCKaeMoe U3roToBuTenem: 21.20.10.255

3ambor C.M.A., Utanua/Zambon S.P.A., ltaly Zambon S.P.A,, Italy Via della Chimica, 9-
36100, Vicenza, ctpana: Utanus

COOTBETCTBYET TPEEOBAHUAM:

b . : ~ Kog THBOL:
M N012977/01-090609 uam. Ne1-4 3004200003

OEKNAPALMA NMPUHATA HA OCHOBAHUU

MpoTokon ucneiratnit Ne 7465 oT25.09.2018, 000 “LieHTp KORTporis KavecTea Buonaiid”, aTrecrat
akkpeguraumu: RA.RU.21LIKO1 ot 22.07.2015 1., CepTndukar cooTtsercraus: POCC IT.9@B14.C64308 oT
25.08.2018

WnanHwkos P.B.

/ ﬁoﬁpuqu) = {Damunua; nHuumManss )

CeefeHUsA O perucTpauuy geKnapauuy o COOTBETCTBUM

BAO"Texkauectso", 109044, r.Mockea, yn.Auxamosckas, A. 1A, oh.400, Ten.:(495)676-52-54, chakc: (495)676-54~
17, www.tehkachestvo.ru, tehkachestvo@gmail.com, OlPH: 1057746285189 Atrecrar per. NePOCC
RU.0001.119B14, ®eaepansHoit cnyx6oi no akkpeauTauuu. IR

OaTta perucrpaumm: 25.09.2018

Perucypatiton
-

bIif HOMep Aeknapauunu: POCC RU A-T:®B14.A.01846/18
o

| 2UGCTRE" | = , Bopo6resa H.H.
'ﬁ?m P)"KOBD @fﬂb ocC ( noanuck ) ( pacwwudposka noaANUCH)







