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NEKJIAPALIIUS O COOTBETCTBUUA

JEKJIAPAHT, TPUHUMAFOIINI TEKJIAPAIIAIO O COOTBETCTBUU:

000 "3ambon Qapma”

Ceedena o pecucmpayuu opzanuzayuu: Medxcpationnas uncnexyis PedepanbHod HaN02080U cayxcbvr No
46 no 2. Mockee 10.07.2007, OT'PH 1077757775182, dama npuceoenus OI'PH: 10.07.2007

Adpec: 119002,2. Mockea, I'nazoscxuii nep., 0.7 . Teneghon:8(495) 933-38-30

B nuye: I'enepansuviii Oupexmop Obpyynuros A.B.

Hosepennoe auyo: LUnanwuxos P.B. Josepennocms: Nel81 om 01.03.2019e.

3ASIBJISIET, UTO

nexapemeennoe cpedcmao: Punogayumyyun ®, cnpeii nazansvuorii 10 mn, gnaxonvt memnozo cmerna /e
Kxomnnexme ¢ Hacadkoi-pacnvriumenem/ (1), nauxu xapmounvie, pee.yo. Ne IT N012943/01 om 11.07.2007
(0ama nepeopoprnenus PY 30.04.2008) suidano 3amborn C.n.A., cepus 20042663, napmus 123840
ynarogok, 200en 0o 01.02.2022, npouzeodcmea 3ambon C.I1.A., Hmanua, kod OKIT[2 21.20.10.251, koo
TH B3J] 3004900002, Hozosop Ne 6/1 om 01.08.2019, uneotic Ne1419000734 om 08.10.2019

COOTBETCTRBYET TPEBOBAHUSIM
IT NQ12943/01-110707 wsm. Ne 1-6

AEKJIAPALIVS IPUHATA HA OCHOBAHUH
npomoron uchurmaruti Ne 10528/ om 15.10.2019 HJT QOO "Llenmp xornmpons xavecmea Buonaiigh”,

ammecmam axkpedumayuu RA.RU.21LJKOI om 22.07.2015 2., ananumuveckuti nachopm 3ambon C.J1.A.
NeQ40000202486 om 10.09.2019, Cepmughuxam POCC IT.@M05.C09971 om 15.10.2019

JATA HPI’IHSITHH HAEKJIAPANIMN: 15.710.2019 2.

% Ulnsanuukos P.B.

7~ noxnucs 1.0

7 :Mﬂfr{ harma Lid,

Ko L.., AL

CBEJAEHHUA O PETUCTPAIINU

OPTAH IIO CEPTUOUKALINU, SAPETUCTPUPOBABIIHAN TEKJIAPALIUIO

Opezan no cepmuguxayuu npodyxyuu

Ob6ujecmea ¢ ozparuvuerHol omseemcmeenHocmulo « OKPYJICHOU yermp cepmugurayuu»,
adpec: 620014, POCCHA, Ceeponosckas obnacmsy, Examepunbype, Xoxpsaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs. ru, ammecmamn akkpeoumayuu N RA.RU. 1 1 OMOS5

AEKJAPAILTNSI O COOTBETCTBHUM A POCC RU J-IT. ®M05.A4.46226/19
: 15.710.2019:z

Ynuepuila ALA.

Mol PykoeoauTenk oprana no
cepTHHHMKALMH MPOAYKUHH







3AMBOH C.TI.A Uranus DapmaleBTHYECKHI 3880 Officina farmaceutica
Bua nena Kumuka, 9 3am6ou C.TT.A. ZAMBON S.P.A.
36100, Buuenna, Uranus Buueuna Vicenza

Ten. (0444) 968911

Tenexc: 480097
Daxc: (0444) 348049
T.s1. — 820-36100, Buuenua

C.C.P. 10188386

CONTROL QUALITY LABORATORY

JIABOPATOPHSI KOHTPOJISl KAYECTBA

Mfg. date: 08/2019
Hata usrotosnenus: 08/2019

ANALYSIS Ne 040000202486
Ne Awannsa 040000202486

Exp. date: 02/2022
Cpok rogrocty: 02/2022

PRODUCT: RINOFLUIMUCIL nasal spray SU

[Tpoaykt: Punodnyumyimn Cnpel Ha3anbHbIH

LOT No.: 20042663
Cepua Ne: 20042663

TESTS Ilokazarenu

ANALYSIS CERTIFICATE
AHAJIMTHYECKHH MTACITIOPT

SPECIFICATIONS CIELIHOHUKALIMS

Date: 05/09/2019
Tara: 05/09/2019

page 1/2

Results/Peayanrarthi

Appearance

Onucanue

Identification

IMouturnocTs
Acetylcysteine
ALETWILHCTEHH
Benzalkonium chioride
Bensankonus xnopun
Dithiothreitol
HutHotpeiiton
Tuaminoheptane sulphate
Tyamunorenrana cynnpar

pH
pH

Extractable volume
HzBnekaembiit o6bem

Microbiological contamination:
MuxpoGuosiornueckas sHcToTa:

Total viable aerobic count and moulds/ml
O6uiee 4HCNO KHIHECTIOCOBHBIX a3poBHbIX
MHKPOOPraHu3MoB H rpuboB Ha MN

Pscudomonas aeruginosa/l ml
Staphylococcus aureus/Iml
Enterobacteriaceae/1ml

Practically colorless clear liquid with
characteristic mint slightly sulfurous smell
ITpakruyecku GecusetHas npospaynas
HHAKOCTD € XAPAKTEPHBIM MATHBIM Clierka
CEPHHUCTHIM 3aMaXOM

positive
MOMOXKHTENLHO
positive
MOJIOKHTENbHO
positive
MIOJIOXKHTENLHO
positive
TIOJIOKHUTENBHO

From 5,8 t0 6,6
Or 5,8 10 6,6

Not less than 10 ml
He menee 10 ma

not more than 10 micro-organisms
He Gonee uem 107 MHKpPOOPraHU3IMoB

absent/dondcnnr omcymemaosame
absent/ donxcnu omcymemesosame
not more than 10’ micro-organisms
He Gonee wem 10' Mukpooprauusmos

Zambon SpA

o e Bl o
@mbon

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

£ 0 Tel 1390444 968 911 Fax +39 0444 348 049
Casella Postale 820 - 36100 Vicenya - Italy

conforms

COOTBETCTBYET

conforms
COOTBETCTBYET
conforms
COOTBETCTBYET
conforms
COOTBETCTBYET
conforms
COOTBETCTBYET

6,1
6,1

10 ml
10 mn

conforms
COOTBETCTRYET

Conforms/ coorserctayer
Conforms/ coorsercrayer
Conforms
COOTBETCTBYET

Direzione ¢ amministrazione / Sede legale
Head Office / Registered Office

Via Lillo del Duca, 10

20091 Bressa (M) - Italy

Tel +3902665 241 Fax +39 02 665 01 492



3AMBOH C.ILA Hranua
Bua aena Kumuka, 9

36100, Buuctua, Hranua
Ten. (0444) 968911

Tenekc: 480097

daxc: (0444) 348049

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

CONTROL QUALITY LABORATORY
JIABOPATOPHUS KOHTPOJIA KAYECTBA

Mfg. date: 08/2019
JlaTa U3rOTOBACHHA: 08/2019

DapMalEBTHYCCKHA 3aBOA
3ambou C.ILA.
Buuenua

ANALYSIS Ne 040000202486
Ne Auanuza 040000202486

Exp. date: 02/2022
Cpok roaHocT: 02/2022

PRODUCT: RINOFLUIMUCIL nasal spray SuU
TMponykr: PunoQaysMyum cnpeil Ha3aNbHbIA

Officina farmaceutica
ZAMBON S.P.A.
Vicenza

Date: 05/09/2019
Jlata: 05/09/2019

LOT Ne.: 20042663 page 2/2
Cepus Ne: 20042663
ANALYSIS CERTIFICATE
AHAJIMTUYECKHUH [TACTIOPT
TESTS [lokasareiu SPECIFICATIONS CIELIHOUKALIMA Results/Pe3yabTaTs
Assay
KoauuecTBeHHOE OMpeneneHue
Acetvicysteine 90-105% of declared content (900,0- 98%
1050,0 mg/100 mi) 979,1 mg/100 ml
AUETHILHCTEUH 90-105% OT 3aMBJIEHHOTO KOJIMUECTBA 98%
(900,0-1050,0 mr/100 MJT) 979,1 mr/100 mn
Tuaminoheptane sulphate 90-105% of declared content 99%
(450,0-525,0 mg/100 mi) 496,0 mg/100 m!
TyamunorenTana cyrbdar 90-105% OT 3asABJEHHOrO KONHYECTBA 99%
(450,0-525,0 mr/100 M) 496,0 Mr /100 mn
Benzalkonium chloride 90-110% of declared content 106%
(9,0-11,0 mg/100 ml) 10,6 mg/100 ml
BeH3anKOHuA XN0PH/ 90-110% OT 3afABJEHHOTO KOJIMUYECTBA 106%
(9,0-11,0 mr/100 mx) 10,6 mr/100 ma
Dithiothreitol 30 -110% of declared content 90%
(30,0-110,0 mg/100 ml) 89,8 mg/100 ml
JutHoTpeiTon 30-110% ot 3afARJIEHHOIO KOJIHYECTRA 90%
(30,0-110,0 Mr/100 mn) 89,8 mr/100 mn
Related substances
[TocTOpOHHHE ITPHMECH
Cystetne Not more than 2,0 % conforms
[{uctenu He 6oaee 2,0 % COOTBETCTBYET
Cystine Not more than 0,5 % conforms
LiucTun He 6onee 0,5 % COOTBETCTBYET
N,N’-diacetylcystine Not more than 1,0 % conforms
N N'-IHAueTUILIMCTHH He 6osee 1,0 % COOTBETCTBYET
N,S diacetylcysteine Not more than 1,0 % conforms
N,S-AvaueTHALMCTEHH He 6osnee 1,0 % COOTBETCTBYET
Other unspecified impurity Not more than 0,5 % conforms
Tioboit e HOR He 6osiee 0,5 % COOTBETCTBYET
HenaeHTHHHUNPOBAHHOM TPUMECH
Sum of impurities Not more than 4,5% conforms
Cymma nprmeceit He Gonee 4,5% COOTBETCTBYET

THE LOT No. 20042663
CEPHSA Ne 20042663
(Seal/TlewaTn)

Manager of Control Quality Department

f\/l)r M. Cristini
JaseayioLHil OTAEIOM KOHTPONS KauecTha

Zambon SpA

stabilimento Farmaceutico / Pharmaceutical Plant
nella Crimica 9 - 36100 Vicenza - ltaly

ral 300444 968 911 Fax +39 0444 348 049

Casella Bostals 820 - 36100 Vicenva - ltaly
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COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS
COOTBETCTBYET BCEM BbIIIIEYKA3AHHBIM CIELIMPUKALIHAM
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s.ZAMBON 539;@3.9\:
GHAQUALIFIED PERSON
\SOUNCIL DIRECTIVE 200123 EEC ARY
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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 01492



