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ANALYSIS Ne 040000191731 Date: 24/09/2018
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CONTROL QUALITY LABORATORY
JTABOPATOPH A KOHTPOJTA KAYECTBA

Mfg. date: 09/2018
Hara wsrorosnenns: 09/2018

Exp. date: 03/2021
Cpox roanocti: 03/2021

PRODUCT: RINOFLUIMUCIL nasal spray SU
[MpoaykT: Puuodgayumyunn cnpeil HazanbHbl i
LOT No.: 20037941

Cepua Ne: 20037941
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ANALYSIS CERIIF[CATE
AHAJIMTHYECKHKWH [TACITOPT
TESTS Tlokazatenu

SPECIFICATIONS CITELIHOHUKALIM A Results/PesynntaThl

Appearance Practically colorless clear liquid with
characteristic mint slightly sulfurous smell conforms
Onucanue [MpakTiyecky GecupeTHas npo3payHasn
KHAKOCTh C XaPAKTePHLIM MATHBIM ClIerka
CCPHUCTLIM 3aN1axOM COOTBETCTBYET
Identification
[MoanuunocTs
Acerylcysteine positive conforms
AUeTHALHCTEHH NONOAHTENBHO COOTBETCTBYET
Benzalkoniuni chloride positive conforms
BeHzankoHua xaopui NONOKHTEIILHO COOTBETCTBYET
Dithiothreitol positive conforms
HuTthoTpeiiTon MONOWKHTEIBHO COOTBETCTBYET
Tuaminoheptane sulphare positive conforms
Tyamunorentana cyabdar NOJIOKHTETBHO COOTRBETCTBYET
pH From 5,8 to 6,6 6.2
pH Ot 5,8 10 6,6 6.2
Extractable volume Not less than 10 ml 10 nil
Hasnekaembiil 06bem He menee 10 ma 10 mMn
Microbiological contamination:
MukpoGHonoruyeckas 4yueToTa;
Total viable aerobic count and moulds/ml not more than 10° micro-organisms conforms
Obiee uucno xH3HecnocoOHbIX a3pobHbIX  He fonee vem 10> MHKPOOPFraHN3MOB COOTBETCTBYET

MHKPOOPraHu3MoOB H l'pPl60B Ha M

Pseudomonas aeruginosa/! ml
Staphylococcus aurcus/Iml
Enterobacteriaceae/1ml

absem/()rm.m'r.rbz OMCymcemeoaaib
(Jb.."ﬂ?f." OORICH B omcymcemeosams
not more than 10" micro-organisms
He Gonee uem 10" MHKPOOPraHH3IMOB

Zemban SpA
Stabilimento Favymaceutico / Pharmaceutical Plant
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Conforms/ cooTBeTCTBYET
Conforms/ COOTBETCTBYET
Conforms
COOTBETCTBYET
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JAMBOH C.[T.A Hranus
Bua e IKnsuka, 9

36100, Buucina, Hiams
Tea (0444) 96891 |

Tenere: 480097

®ake: (0444) 348049

I, — 820-36100. Bivenna
C.C.P. 10188386

CONTROL QUALITY LABORATORY
JTABOPATOPHS KOHTPOIIA KAYECTBA

Mtg. date: 09/2018
Hara msrotosnerna: 09/2018

PRODUCT; RINOFLUIMUCIL nasal spray SU
[TpojvkT: PunodayuMyIi cnpefi HazanbHb i
LOT No.: 20037941

Cepus Ne: 2003794

TESTS [lokaszatenn

DapManeBT HHCCK I 3aB0,1
Jambon CUILA.

OfTicina larmaceutica
ZAMBON S.PLA,

Bruenua Vicenza
ANALYSIS Ne 040000191731 Date:24/09/2018
Ne Ananmsa 040000191731 Jara: 24/09/2018
Exp. date: 03/2021
Cpok rogHocti: 03/2021
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ANALYSIS CERTIFICATE

AHAJTMTHUYECKUI [TACTIOPT

SPECIFICATIONS CIHELMDHUKALMA

Results/Pesynurats

Assay
KoanuectseHHoe onpeicneHue
Acervlevsteine

ALeTHILHCTEHH
Tuaminoheptane sulphate

TvamuHorenrana cynbdar

Benzalkonium chloride
Bensankonna xnopui
Dithiothreirol

Jhtnotpeitton

Related substances
TNocTopoHHUE NPHMECH
Cysteine
Llncrenn
Cystine
[lnetun
NN '-diacervicystine
N N -nnaueTHautcT iy
N.S diacetvleysteine
N.S-AHAUETHILHCTEHH
Other unspecified impurity
JhoGoit eAHHHYHOH
HeHAeHTH(MLIUPOBAHHOIT NpiiMecH
Sum of impurities
Cymma npumeceii

90-105% of declared content (900, 0-
1030,0 mg/100 mil)
90-105% oT 3asiBNEHHOr0 KOJIMYECTBa
(900.0-1050,0 Mr/100 M)
VU-105% of declared content
(450,0-525.00 mg/100 ml)
90-105% oT 3aABNEHHOTO KOJIMYECTRY
(450,0-525.0 M1/100 M)

90-110% of declared content
(9,0-11.0 mg/100 mlj

90-110% o1 3a4BJSHBOrO KOJINYECTBA
(9,0-11.0 Mm1/100 mn)

30-110% of declared content
(30,0-110.0 mg/100 ml)

30-110% oT 3asABNEHHONO KOJIHYECTBA
(30.0-110,0 Mr/100 mn)

Not more than 2.0 %
He Gonee 2.0 %0
Not more than 0.5 %
He bonee 0,5 %
Not more than 1,0 %
He dosee 1.0 %o
Not more than 1.0 %
He Gouce 1.0 %
Not more than 0.5 %
He donee 0.5 %

Not more than 4,5%
He Gonec 4.5%

Q9%
9942 mg/100 ml
99%
994 2 mr/100 M7
107%
506,2 mg/ 100 ml
1019%
506,2 Mr /100 ma

102%

10,2 mg/ 100 ml
102%

10,2 Mr/100 mn

86?’(’1

83,5 mg/100 m!
86%

85.5 Mr/ 100 M

conforms
CO(\TBETCTB)’ET
conforms
COOTBETCTBYET
conforms
COOTBETCTBYCT
conforms
COOTBETCTBYET
conforms
COOTBETCTBYE

conforms
COOTBETCIBYET

THE LOT No. 20037941 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS
CEPHS Ne 20037941 COOTBETCTBYET BCEM BBILUEYKA3AHHBIM £TIE

THE AUALIFIED P

(Seal/ITeuarn) lé' :ﬁ'&?@&l‘#\?@i i

Manager of Control Quality Department ~ Dr. M. Marcazzan LAMBONRiBA RECTE

ABEAVIOWHA OT) M KOHTpOg KauectBa Dr. M. Marcazzan 3AMb il TR ;

JareAyIotril 0TASN0M KOHTPOUIS Kauec arce 395 1 ) ¥
Zamhon Spi Direzione e anmininistrazione 7 Gode legale

Stabilimento Farmaceutico / Pharmacentical Plont Head Office ! Registered Office
fia dal Mica & f | .
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%{ TEKJIAPAIIMSI O COOTBETCTBHH

EKJIAPAHT, IPHHUMAIOIIMI JEKJIAPAIIAIO O COOTBETCTBHH
000 "3ambon Papma”

3apeaucmpuposaro : Mexcpationnas uncnexyus @HC Ne 46 no 2. Mockee OT'PH 1077757775182 om
10.07.2007

Adpec:119002,2. Mocxea, Inazosckuii nep., 0.7 .Tenechon:8(495) 933-38-30
B nuye:l'enepanvrwiii oupexmop Iiyxoe B.B.

Hoeepennoe nuyo: Llnannuxos P.B.

Hosepennocms: Nel56 om 08.01.18

3ASIBJISET, UTO

nexapemeenHoe cpedemeo: Punogryumyyun, cnpeii nazanoubiii 10 mn, gpnaxonst memunozo cmexna (1) /e
KoMnlieKkme ¢ HacaoKou-pacneinumenem/, nasku kapmownnwie, pez Ne IT1 N012943/01 om 11.07.2007 (dama
ogopmnenus om 30.04.2008), cepus 20037941, napmusn 141060 ynaxosox, 200en do 01.03.2021, npouseodcmea
3ambon C.IL.A., Hmanus, Via della Chimica, 9- 36100, Vicenza, Italy, k00 OKIIN2 21.20.10.251, koo TH B3]
3004900002, xowmpaxm Ne 6/n om 01.05.2012, uneoiic Ne 1418000773 om 02.10.2018

COOTBETCTBYET TPEBOBAHHUSIM
IT N012943/01-110707 usm. Ne 1-6

JEKJAPAIIAS TIPUHSATA HA OCHOBAHHUU
npomoxon ucneimaruii Ne 33741 om 11.10.2018 Jlabopamopnwiii yenmp OO0 "LIKK OHL]", ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC IT. ®M11.C74681 om 11.10.2018

)
G TBUTEJIBHA JO 01.03.2021

;: %2 Insnauxos P.B.

/ MOLITHCE ®.HU.O

CBEJEHUS O PETUCTPAIIIHA

OPT'AH INIO CEPTH®HKAIINH, 3APErMCTPUPOBABIINNA JTEKJ/IAPAIIHIO
RA.RU.11®OM1I OPT'AH 10O CEPTH®HKALIHH ITPONVKI[HH OBLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opzanuzayuu : 109428, 2. Mockea, 1-wiii Bazosckuii

npoeso, 0. 5, cmp. 1, adpec opeana no cepmuchuxayuu: 129626, 2. Mocxea, 1-an Meimuwunckas, . 25, men.
(495) 783-19-08

AEKJIAPALIAS O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU J-IT.®@M11.A.03209/18
ﬂAM’PEi‘EB‘H’AIIHH 11.10.2018

Hpyxxos U.B.
3am. pykoBogutens OC







