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Cepust No: 20042664
ANALYSIS CERTIFICATE
AHAJIMUTUYECKHH MMACIIOPT
TESTS [oka3zarten SPECIFICATIONS CITELIMDHUKALINA Results/Pe3ysinrarsl
Appearance Practically colorless clear liquid with
characteristic mint slightly sulfurous smell conforms
Onucanue [TpakTHuecku GecuBeTHas Npo3payHas
MUJIKOCTL C XaPaKTEPHLIM MATHBIM CIerka
CEPHHCTHIM 3aM1axoM COOTBETCTBYET
Identification
[oanuHuocTsb
Acetylcysteine positive conforms
AueTHnuuctenH NOJIOXHTENILHO COOTBETCTRYET
Benzalkonium chloride positive conforms
Benzankouus xnopus [HOJOKHTEIILHO COOTBETCTBYET
Dithiothreitol positive conforms
JluTroTpeiiTon NOJIOKHUTEIILHO COOTBETCTBYET
Tuaminoheptane sulphate positive conforms
TyamuHorenTana cynsar MOMOXHUTENLHO COOTBETCTBYET
pH From 5,8 to 6,6 6,2
pH 015,88 106,6 6,2
Extractable volume Not less than 10 ml 10 mi
Hisnekaemblii 06beM He mence 10 ma 10 Mt
Microbiological contamination:
Mukpobuonoruyeckas HMcToTa:
Total viable aerobic count and moulds/ml not more than 10° micro-organisms conforms
O61uee umueno xu3neciiocobinix a3pobusix  He Gonee uem 10° MMKpOOpPraHHIMOB COOTBETCTBYET

MHUKPOOPraHu3moB ¥ rpuGoB Ha mn

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

absent/Qondxcnsl omcymcemsocame
absent/ domicisl omcymemeoganiv
not more than 10' micro-organisms
te 6once uem 10' Mukpoopranusmos

Zambon SpA
Stabilimento Farmaceutico / Pharmaceutical Plant

Via della Chinviea 9

36100 Vicenza - Italy

Tel 139 0444 968 911 Fax 1 39 0444 348 049
Casella Postale B0 - 36100 Vicenza - ltaly

NI ME e REA TR an TRLEIA O BV e GR3] R3006%

Conforms/ cootBeTcTRYET
Conforms/ cooTRETCTRYET
Conforms
COOTBETCTBYET

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Lillo del Duca, 10

20091 Bressa (M1) - italy

Tel +3902 669 241 Tax 3902 665 01 492



3AMBGOH C.IT.A Utanus

Bua aena Kumuka, 9

36100, Buycuua, Hrains

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

ILsa.  820-36100, Buycuua

C.C.P. 10188386

CONTROL QUALITY LABORATORY
JIALOPATOPHUA KOHTPOJIA KAYECTBA

Mfg. date: 08/2019
Jara n3rorosncuus: 08/2019

PRODUCT: RINOFLUIMUCIL nasal spray SU
[pouykt: Puxoduiyrmyuun cnpeii HazaibHbli

LOT No.: 20042664
Cepus Ne: 20042664

TESTS [loka3atrenu

ANALYSIS Ne 040000202541
Ne Ananuza 040000202541

MapMallcBTHYCCKHI 3aBOL
3ambou C.ILA.

Bu4enua

Lxp. date: 02/2022
Cpox rojoctu: 02/2022

ANALYSIS CERTIFICATE
AHAJIMTHYECKHIA [TACHIOPT

SPECIFICATIONS CIIEIIMPUKAIIUA

Officina farmaccutica
ZAMBON S.P.A.

Vicenza

Date: 09/09/2019
Jara: 09/09/2019
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Results/Pesynbrats

Assay
Konuuectaentoe onpeaeneHue
Acetylcysteine

ALETHIUMCTEHH

Tuaminoheptane sulphate
TyamunorenTana cysntar

Benzalkonium chloride
Benzankonus xjiopui
Dithiothreitol

Hutuorpeiiton

Related substances
[MocTopontue npumecu
Cystetne
IucTeuH
Cystine
Luctun
N, N -diacetylcystine
N,N’-MauerunuHcTHH
N.S diacetylcysteine
N,S-1HaueTHILHMCTEHH
Other unspecified impurity
JToboii eauHU4HOM

HeuJeHTUHULMPOBAHHOI NpUMecH

Sum of impurities
Cymma npumeceit

THE LOT No. 20042664
CEPHS Ne 20042664
(Seal/Ileyars)

Manager of Control Quality Department
3apenylomuid OTAEIOM KOHTPONS KauecTRa

90-105% of declared content (900,0-
1050,0 mg/100 ml)
90-105% oOT 3aABNAEHIIONO KOJIUYECTBA
(900,0-1050,0 mr/100 mun)
90-105% of declared content
(450,0-525,0 mg/100 ml)
90-105% oOT 3aABJIEHHOrO KOJMUECTRA
(450,0-525,0 mr/100 ma)
90-110% of declared content
(9,0-11,0 mg/100 ml)
90-110% oT 3a8BJIEHHOTrO KOJIMYECTBA
(9,0-11,0 Mr/100 mn)
30 -110% of declared content
(30,0-110,0 mg/100 ml)
30-110% ot 3asBJEHHOIO KOJIMYECTBA
(30,0-110,0 Mr/100 mn)

Not more than 2,0 %
He 6onee 2,0 %
Not more than (0,5 %
He 6onee 0,5 %
Not more than 1,0 %
He Gonee 1,0 %
Not more than 1,0 %
He 6onee 1,0 %
Not more than 0.5 %
He 6onee 0,5 %

Not more than 4,5%
Ile Gonee 4,5%

b[ Dr. M. Cristini ZAYIBON r
‘&H IAMBGH 114
$ial 9 1%

Stabilimento Farmaceutico / Pharmaceutical Plant
Via della Chinica 9 36100 Vicenzd - Italy

390444 968 911 fax + 39 0444 348 044

Casella Postale 820 - 36100 Vicenza - llaly

99%
988,6 mg/100 ml
99%
988,6 mMr/100 mn
101%
503,6 mg/100 ml
101%
503,6 mr /100 mn
98%
9,8 mg/100 ml
98%
9.8 Mr/100 mn
88%
88,1 mg/100 ml
88%
88,1 mr/100 mn

conforms
COOTBCTCTRYCT
conforms
COOTRETCTRYCT
conforms
COOTBETCTBYET
conforms
COOTBETCTBYET
conforms
COOTBETCTBYET

conforms
COOTBETCTBYET

COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS
COOTBETCTBYET BCEM BbIIIEYKA3AHHLIM CIHELUH®HUKALMAM

ZAMBON S.p.A.
Pl QUALIFIED PERSON.

A DIRECTIVE 200183 BEG

[ Al bty

S o I

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Lille del Duca, 10

20091 Bresso (141 - ltaly

3902 66% 241 Fax +39 02 66501 492



JTEKJAPALIUSI O COOTBETCTBUH

AEKJAPAHT, IPHHHUMAIOUHNH JEKJIAPAIIMIO O COOTBETCTBHH:
Q00 "3ambon Gapma"

Ceedenus o pezucmparjuu opearusayuu: Mexcpaiionnas urcnexyus, Medeparsroii Hano20808 ciyxncbor Ne
46 no 2. Mockee 10.07.2007, OI'PH 1077757775182, dama npuceoenus OFPH: 10.07.2007

Adpec: 119002,2. Mockea, Inasosckuii nep., 3.7 . Tenecpon:8(495) 933-38-30

B auye: I'enepanvubiit Oupexmop O6pyunuros A.B.

Hosepennoe mujo: Ulnannuros P.B. Josepennocmy: Nel81 om 01.03.2019e.

3ASIBJISET, UTO

sexapcmeennoe cpedcmeo: Punogayunyyun ®, enpeii nazanouwbiil 10 v, hraxoisl memiozo cmexna /e
KoMnnekme ¢ nacadxoti-pacneimumenes/ (1), nauxu kapmonnwie, pez.yd. Ne [T NO12943/01 om 11.07.2007
(0ama nepeopopmnenus PY 30.04.2008) svioano 3ambon C.n.A., cepus 20042664, napmus 165387
ynakosok, zoden 00 01,02.2022, npoussodcmea 3amborn C.ITA., Hinamw, kod OKITJ2 21.20.10.251, kod
TH B3 3004900002, Jozosop Ne 6/n om 01.08.2019, uneoiic Nel419000758 om 14.10.2019

COOTBETCTBYET TPEEOBAHUSM
ITNOJ2943/01-110707 uza. Ne [-6

JEKJIAPAITMS ITPUHSITA HA OCHOBAHHHA
npomoxros ucnsimarun Ne 11107/] om 23.10.2019 HIT QOO "Lenmp kowmpons kavecmaa Buonaiigh”,

ammecmam axkpeoumayuu RA.RU.21LJKO01 om 22.07.2015 2., ananumuneckuii nacnopm 3avbon C.I1A.
Ne04000020254] om 09.09.2019, Cepmugpuxam POCC IT.OM05.C10123 om 23.10.2019

HATA IPUHATHS NEKJIAPAITMU: 23.10.2019 2.

% nanuuxos P.B.

< noanuces $. 1.0

CBEJIEHUS O PETUCTPALIUA

OPI'AH IO CEPTUO®HKAUUNH, 3APETUCTPUPOBABILIUI JTEKJIAPAITHIO

Opean no cepmuchuxaipuu Apooykyuu

Obwecmea ¢ ozpanuuennot omeememseHHochblo « OKPYACHON yenmp cepmugpuxaii»,
adpec: 620014, POCCHA, Ceepanoscran obnacmes, Examepunbypz, Xoxpaxosa, 74, 1706,
mei: (343) 380-27-55, www.ekbocs. ru, ammecmam axxpedumayuu Ne RA.RU. 1 DMOS

HEKJTAPAIIUA O COOTBETCTBHH N POCC RU J-IT.@M05.4.47410/19

YuuepuHa A.A,

PykoBoaurens oprana no
cepTHEHKALMH MPOAYKLUH







