HTEKJIAPAIIUA O COOTBETCTBHUU

JEKJAPAHT, TPUHUMAFOLIHNI JEKJIAPAITAIO O COOTBETCTBUH:

000 "3ambon Papma"

Csedena o pezucmpayuu opeanusayuu: Mesicpationnas uncnexyin @edepansroll Hano2080ii cayxcbol Ne
46 no 2. Mocxee 10,07.2007, OT'PH 1077757775182, dama npucsoenwss OI'PH: 10.07.2007

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

B nuye: I'enepanvuwiii Oupexkmop Obpyyniikos A.B.

JHosepennoe auyo: Unannuxos P.B. Josepennocmy: Nel81 om 01.03.20192.

3ASBJISET, UTO
nexapcmeennoe cpedcmso: Punogayuryyun ®, cnpeti nasanvhwiii 10 ma, graxonst mepmHo2o cmeria /6

xomnaexme ¢ Hacadxoti-pacnviumenem/ (1), nayxu xapmounvie, pez.yd. Ne IT N012943/01 om 11.07.2007
(dama nepeopopmnenun PY 30.04.2008) svidano 3ambon C.n.A., cepus 20042663, napmus 123840
ynaroeok, 200en 0o 01.02.2022, npoussodcmea 3ambon C.I1.A., Hmanus, kod OKII[2 21.20.10.251, kod
TH B3J] 3004900002, Jozosop Ne 6/4 om 01.08.2019, uneotic Ne1419000734 om 08.10.2019

COOTBETCTBYET TPEBOBAHUAM
1 NQ12943/01-110707 uzm. Ne 1-6

JAEKJAPALIUS ITPUHSITA HA OCHOBAHUH

npomowon ucnermanuit Ne 10528 om 15.10.2019 HJT 000 "Lenmp koumpons xavecmea Buonaiigh”,
ammecmam axkpedumayuu RA.RU.21LTK01 om 22.07.2015 2., anarumuveckuii nacnopm 3ambon C.I1.A.
Ne040000202486 om 10.09.2019, Cepmuchukam POCC IT.@M0O5.C09971 om 15.10.2019

Hnanuuxos P.B.
@.H.0

CBEJEHUA O PETMCTPAIINHA

OPTAH ITO CEPTUDHUKALINY, 3SAPETUCTPUPOBABLIHIN NEKJIAPAITHIO

Opzan no cepmuguxayuu npodyKyuu

Obujecmea ¢ ozpanuyeHHOU 0MeencmeeHHocnvlo « OKPYICHOT Yyermp cepmupurayuu»,
adpec: 620014, POCCHA, Ceeponosckan obnacms, Examepunbype, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs. ru, ammecmam axkpedumayuu No RA.RU.11DPMO5

JEEKJIAPAITMSI O COOTBETCTBHU M POCC RU J-IT. ®M05.A.46226/19
ALIIH: 15.10.201%

Yuuepuia AA.

oA PykoBoauTens oprana no
cepTHhHKAUUN MTPOAYKLUNHN







3AMBOH C.IT.A Hranus
Bua aena Kumuka, 9

36100, Buyeuna, Uranus
Ten. (0444) 968911

Tenexc: 480097

®akc: (0444) 348049

IT.s. — 820-36100, Buuchua
C.C.P. 10188386

3ambou C.ILA.

Brueula

ANALYSIS Ne 040000202486
Ne Ananusa 040000202486

CONTROL QUALITY LABORATORY
JIABOPATOPHS KOHTPOJIA KAYECTBA

QapMalcBTHYCCKMH 3aB0L

Officina farmaceutica
ZAMBON S.P.A.
Vicenza

Date: 05/09/2019
Hara: 05/09/2019

Mfg. date: 08/2019
Hara warotosnenus: 08/2019

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

PRODUCT: RINOFLUIMUCIL nasal spray SU

[IpoayxT: Punodnyumyumn cnpeit HaszansHbiii

LOT No.: 20042663
Cepus Ne: 20042663

TESTS [Iloka3zatenn

ANALYSIS CERTIFICATE
AHAJIMTUYECKUH MTACITOPT

SPECIFICATIONS CITELIMOHKALIH A

page 1/2

Results/Pesynbrarhl

Appearance

Onucanune

Identification

IMoanuHHOCTE
Acetylcysteine
ALETHIUHCTEHH
Benzalkonium chloride
BeH3ankoHus xnopun
Dithiothreitol
Huthorpeiiton
Tuaminoheptane sulphate
TyamuHorenTana cynndar

pH
pH

Extractable volume
HM3Bnekaemblii 06beM

Microbiological contamination:
MuxpoGuoioriueckas 4HCTOTA:

Total viable aerobic count and moulds/ml
OO61ee 94HCII0 KHIHECTIOCODHBIX a3pOBHBIX
MHKpPOOPTaHH3MOB ¥ rpMOOB Ha MJI

Pseudomonas aeruginosa/l ml
Staphylococcus aureus/Iml
Enterobacteriaceae/lml

Practically colorless clear liguid with
characteristic mint slightly sulfurous smell
[TpaxTudecku GecupeTHas npo3payHas
MUAKOCTh C XapaKTEPHBIM MATHBLIM Cllerka
CEPHHCTBLIM 3aNaxom

positive
MOJTOXKHTENTBHO
positive
MOTOKHUTENLHO
positive
MOJIOKHUTENLHO
positive
TIONIOXKHUTENLHO

From 3,8 to 6,6
Or 5,8 10 6,6

Not less than 10 ml
He menee 10 mn

b " "
not more than 10" micro-organisms
ne Gonee uem 10° MUKPOOPTraHHU3IMOB

absent/doaxcer omcymemeosame
absent/ donxcer omecymcemeoseams
not more than 10' micro-organisms
ue Gonee uem 10' MUKpoOpraHu3MoB

conforms

COOTBETCTBYET

conforms
COOTBETCTBYET
conforms
COOTBETCTBYET
conforms
COOTBETCTBYET
conforms
COOTBETCTBYET

6,1
6,1

10 ml
10 Mn

conforms
COOTBETCTBYET

Conforms/ cooTsetcTByeT
Conforms/ coOTBETCTRYET
Conforms
COOTBETCTBYET

Zamhbon SpA
) \ﬁ_\"l - Stabilimento Farmaceutico / Pharmaceutical Plant
b W alalg Via della Chimica 9 - 36100 Vicenza - ltaly
S H ARSI A Tel 139 04d4 968 911 Fax +39 0444 348 049

Casella Postale 820 - 36100 Vicenza - aly

Direzione e amiministrazione / Sede legale
Head Office / Registered Office

Via Lillo del Duca, 10

20091 Bressa (Mi) - Italy

Tel +3902 665 241 Fax +39 02 665 01 492



3AMBOH C.I1.A HUranusa dapMmauesTHHCCKHIR 3aB0A Officina farmaceutica
Bua gena Kumuka, 9 3ambou C.IT.A. ZAMBON S.P.A.
36100, Bauchua, Uranus Buuenua Vicenza

Ten. (0444) 968911

Tenexc: 480097

Maxc: (0444) 348049

[l.a, 820-36100, Buuenna

C.C.P. 10188386

CONTROL QUALITY LABORATORY ANALYSIS Ne 040000202486 Date: 05/09/2019
JIABOPATOPHS KOHTPOJIAA KAUECTBA  Ne Asanusa 040000202486 Mara: 05/09/2019
Mfg. date: 08/2019 Exp. date: 02/2022

Iara usrotosaeHus: 08/2019 Cpoxk roaunoctn: 02/2022

PRODUCT: RINOFLUIMUCIL nasal spray SU

TpopyxT: PiHOoduyMyun cnped Ha3abHbIA

LOT No.: 20042663 page 2/2
Cepusa Ne: 20042663

ANALYSIS CERTIFICATE
AHAJIATUYECKHH TTACTIOPT
TESTS [lokazaresnn SPECIFICATIONS CIELIMDHUKALINA Results/PesynsTars
Assay
KonHuecTBEHHOE OlpeneneHue
Acetylcysteine 90-105% of declared content (900,0- 98%
1050,0 mg/100 mi) 979.1 mg/100 ml
ALETHIUCTEUH 90-105% OT 3asBJAEHHOTO KOJIHYECTBA 98%
(900,0-1050,0 mMr/100 mur) 9791 mr/100 mn
Tuaminoheptane sulphate 90-105% of declared content 99%
(450,0-525,0 mg/100 ml) 496,0 mg/100 ml
TyamuHorentana cynnpar 90-105% oT 3afBNEHHOTO KOJNIHYECTRA 99%
(450,0-525,0 mr/100 mn) 496,0 mr /100 mn
Benzalkonium chloride 90-110% of declared content 106%
(9.0-11,0 mg/100 ml) 10,6 mg/100 m!
BeH3ankoHus X10pHA 90-110% oT 3afBAEHHOTO KOJIHYECTBA 106%
(9,0-11,0 mr/100 mn) 10,6 Mr/100 mn
Dithiothreitol 30 -110% of declared content 90%
(30,0-110,0 mg/100 ml) 89,8 mg/100 mi
Hutuotpefiton 30-110% ot 3aABJIEHHOTO KOJIHYECTBA 90%
(30,0-110,0 mr/100 Mn) 89,8 mr/100 mn
Related substances
[TocTOpOHHKE MPHMECH
Cysteine Not more than 2,0 % conforms
[ucTenn He 6onee 2,0 % COOTBETCTBYET
Cystine Not more than 0,5 % conforms
Lluctuu He 6osiee 0,5 % COOTBETCTBYET
N,N -diacetylcystine Not more than 1,0 % conforms
N.N"-IHaUeTHILHCTHH He 6osee 1,0 % COOTBETCTBYET
N.§ diacetylcysteine Not more than 1,0 % conforms
N,S-analeTHALIMCTE HH He 6onee 1,0 % COOTRETCTBYET
Other unspecified impurity Not more than 0,5 % conforms
Joboit eMHHYHOM He 6osee 0,5 % COOTBETCTBYET
HeUAeHTHPULUUPOBAHHOM MPUMECH
Sum of impurities Not more than 4,5% conforms
Cymma npumeceii He Gonee 4,5% COOTBETCTBYET
THE LOT No. 20042663 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS
CEPHSA Ne 20042663 COOTBETCTBYET BCEM BBIIIEVKA3AHHBIM CIIELITHOUKAITUAM
(Seal/TTeuaTn)
] ]
Manager of Control Quality Department M)r M. Cristini ,AMEJO S.EAMBON 3.p. A.
3aBeayOLHH OTASNIOM KOHTPOJIA KaiecTRa JAN &H@QUAL!F!FD PE _1}1 W .
4 - ‘“"M;L’!cﬁw/f
Zambon SpA Direzione @ amministrazione / Sede legale
Stabilimento Farmaceutico / Pharmaceutical Plant Head Office / Registered Office

» aella Cririca 9 - 36100 Vicenza - taly Via Lillo del Duca, 10
F 44 348 049 20091 Biesso (MI) - ltaly

Casell Postale 820 - 36100 Vicenza - Haly Tel +39 02 665 241 Fax +39 02 665 01 492




