,[[EKJIAPAHI/I}I OC OOTBETCTBI/H/I

1 JIEKJIAPAHT, MIPHHIMAIOWMA JEKJAAPAIIMIO O COOTBETCTBHUH

QOO0 "Jambon Qapya”

Ceedenus o peeucmpayuu opeanuszayuu: Mexcpationnas unenexyus Qedepansnoit 1airo20601 cayocoor Ne 46 no
2. Mocree 10.07.2007, OI'PH 1077757775182, dama npuceoenus OI'PH 10.07.2007.

Adpee: [19002,6. Mocksa, asoscruil nep., 0.7 . Teaehon:8(493) 933-38-30

B e lenepansnbiti oupexmop Oopyunuxos A.B.

Hosepennoe auyo: Unanuuros P.B., dosepennocme Nel36-1 om 26.10.18

JASIBJISIET, UTO

serapemeennoe cpedcingo.: Punoduyusyyn, cnpeti nazanonvrit 10 s, (hraronsr mesnozo cmexaa (1) /6
ROMIICRINE ¢ HACAOKOU-pacnuLIumeneat/, navku xapmounsie, pe2 Ne [1 N012943/01 om 11.07.2007 (oama !
athoprenust om 30.04.2008), cepus 20040823, napmus 109440 ynaxosor, zoden do 01.10.2021, npousgodemea
Janvoon CILA., Fmanus, Via della Chimica, 9- 36100, Vicenza, ltaly koo OKITH2 21.20.10.251, koo TH B2/
3004900002, koumparxm Ne 6/ om 01.05.2012, uncoiic Ne 1419000338 om 13.05.2019

-~ COOTBETCTBYET TPELOBAHHMIM

I N0OI12943/01-110707 uzs. Ne 1-6

JEKJAPAIMSI IPUHSATA HA OCHOBAHHH

npomoroa uchvimanuti Ne 25476 om 21.03.2019 JdaGopamopuotil yenmp OOO "LKK OHL", ammecmam
arxpecumayun POCC RU.0001.21PK75, Cepmuguxam POCC IT.OMI11.C84957 om 21.05.2019

\100&{ Qapmar

A__LUJ}{I. NHUKOB P.B.
d.U.O

CBE,ILEHHH O PEI'ICTPAIINH

| OPFAH I10 CEPTHOHKAIAN, 3APEI'HCT PUPOBABIIIWU JIEKJAPALIUIO

" RARU.IIDMII OPTAH ITO CEPTHOHKALHH HPOAYKIHH O5LIECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTAIO "DOPMAT KAYECTBA", adpec opeanuszayuu : 109428, 2. Mockea, 1-vitl Basosckuii
npoesd. 0. 3. emp. 1, adpec opeana no cepmuchuraruu: 129626, e. Mockea, 1-ast Murmuupunckas, 0. 25, mea.
(495) 783-19-08

NEKJAPALIASI O COOTBETCTBHMA 3APETMCTPHPOBAHA N2 POCC RU A-IT. DOMI1.A.24326/19
JATA I’EFJCTPA[IHH 21.05.2019
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3AMBOH C.I1.A Utanua
Bua aena Kumuka, 9

36100, Buuenua, Uranus
Ten. (0444) 968911

Tenexc: 480097

Dakc: (0444) 348049
820-36100, Buyenua

ILa.
C.C.P. 10188386

CONTROL QUALITY LABORATORY

JIABOPATOPHS KOHTPOJISI KAYECTBA

Mfg. date: 04/2019
Hara wsrorosnenus: 04/2019

Jambou C.ILA.
Buucmi@a

ANALYSIS Ne 040000198326
Ne Awanmusa 040000198326

Exp. date: 10/2021
Cpox roaxoctu: 10/2021

PRODUCT: RINOFLUIMUCIL nasal spray SU

[poaykt: Punopuyumyuun cnpeil HazansHbii

LOT No.: 20040823
Cepua No: 20040823

TESTS Tlokaszarenu

ANALYSIS CERTIFICATE
AHAJIMTUYECKUH TTACTIOPT

SPECIFICATIONS CIHELHDUKALIMA

DapmaleBTUIECKHI 3aR01

Officina farmaceutica
ZAMBON S.P.A.
Vicenza

Date: 23/04/2019
Hara: 23/04/2019

page 1/2

Results/Pesynnrarsi

Appearance

Onucanue

fdentification

HomwimHHocTs
Acetylcysteine
Auetmiunctenn
Benzalkonium chloride
bBensaskonus xiopun
Dithiothreitol
Hutuotpeiiton
Tuaminoheptane sulphate
Tyamunorenrana cyasar

pll
pH

Extractable volume
W3ssiekaemslit 06nem

Microbiological contamination:
MHuKpoOHONOTHYeCKas YHCTOTA:

Total viable aerobic count and moulds/ml
Obiuee 4HCIO KH3HECTIOCOOHBIX 23POBHBIX
MHUKPOOPraHM3MOB U TpUBOB Ha M

Pseudomonas aeruginosa/] ml
Staphylococcus aureus/1ml
Enterobacteriaceae/1ml

Practically colorless clear liquid with
characteristic mint slightly sulfurous smell
lIpakTuuecku GecuBeTHas npozpayHas
KHJKOCTH C XapaKTEPHLIM MSTHRIM Clerka
CEPHUCTRIM 3aliaxoM

positive
NONOKUTENILHO
posilive
NOJIOKHUTETBHO
positive
TONIOMKHTENLHO
positive
MONOKHUTENILHO

From 5,8 10 6.6
Ot 5,8 no 6,6

Not less than 10 ml
He mence 10 mn

not more than 10" micro-organisms
3.
e 6osiee yem 10” MHKPOOPIraHU3MOB

absent/donxcnsl omeymemsosame
absent/ donxcnet omcymemaogane
not more than 10 micro-organisms
ne Gonee yem 10" MUKpOOpranuIMoB

Zambon SpA
Stabilimento Farmaceutico / Pharmaceutical Plant

Via della Chimica 9 - 36100 Vicenza -
Tel 43904
Casella Postale 820

ltaly
8 911 Fax 39 (444 348 049
36100 Vicenza - llaly

conforms

COOTBETCTBYCT

conforms
COOTBETCTBYET
conforms
COOTBETCTBYET
conforms
COOTBETCTBYET
conforms
COOTBETCTRYET

6,1
6,1

10 mi
10 mn

conforms
COOTBETCTBYET

Conforms/ cootsercrayer
Conforms/ coorsercTyer
Conforms
COOTBETCTRYET

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Lillo del Duea, 106

20091 Bresso (M) - italy

fel +3902 665 241 Fax 139 02 665 01 49/



Officina farmaceutica
ZAMBON S.P.A.
Vicenza

3AMBOH C.I1.A Hranua
Bua jiena Kumunxa, 9

36100, Buuenua, Mrams
Ten. (0444) 968911

Tenekc: 480097

Makc: (0444) 348049

ILs. — 820-36100, Buueuia
C.C.P. 10188386

DapMalcBTUYCCKHA 3aBO/
3ambou C.ILA.

Buuenia

Date: 23/04/2019
Jlara: 23/04/2019

ANALYSIS Ne 040000198326
Ne Anamasa 040000198326

CONTROL QUALITY LABORATORY
JIABOPATOPHSA KOHTPOJISA KAYECTBA

Mfg. date: 04/2019
Jlata meroronnenus: 04/2019

Exp. date: 10/2021
Cpox roasocti: 10/2021

PRODUCT: RINOFLUIMUCIL nasal spray SU
[pousyxT: PunognyuMyumi cnipeii Ha3anbHbli
LOT No.: 20040823

Cepus Ne: 20040823

page 2/2

ANALYSIS CERTIFICATE
AHAJIUTUYECKHH TTIACIIOPT
TESTS [lokazarenu

SPECIFICATIONS CIIELIU®PHKAIIHUA Results/PesynbraTs

Assay
Kosm4ecTBeHHOE ONpEacIcHHE
Acetylcysteine 90-105% of declared content (900,0- 97%
1050,0 mg/100 mi) 971,6 mg/100 mi
AneTwInucTen 90-105% OT 2asABIEHHOTO KOJMYECTBA 97%
(900.0-1050,0 Mr/100 mu) 971,6 mr/100 ma
Tuaminoheptane sulphate 90-105% of declared content 101%
(450,0-525,0 mg/100 ml) 503,5 mg/100 mi
TyamutorenTaHa cyibhar 90-105% ot 3asBJIEHHOrO KOJU4ECTRE 101%

(450,0-525,0 mr/100 mu) 503,5 mr /100 mn

Benzatkonium chloride 90-110% of declared content 102%
(9,0-11,0 mg/100 mi) 10,2 mg/100 ml
Benzankouus xiaopua 90-110% OT 3as9BJCHHONO KOJIHYECTRA 102%
(9,0-11,0 mr/100 mi) 10,2 mr/100 mn
Dithiothreitol 30 -110% of declared content 89%
(30,0-110,0 mg/100 ml) 88,7 mg/100 ml
Jlutnorpeiiton 30-110% o1 3a%BACHHOr0 KOIHYECTBA 89%
(30,0-110,0 mr/100 mun) 88,7 mr/100 mun
Related substances
TlocTopoHHKue NpuUMecH
Cysteine Not more than 2,0 % conforms
[lucrenn He 6onee 2,0 % COOTBETCTBYET
Cystine Not more than 0.5 % conforms
Luctun He donee 0,5 % COOTBETCTBYET
NN -diacetylcystine Not more than 1,0 % conforms
N,N’-anate THILHCTHH He 6onee 1,0 % COOTBCTCTRYET
N.S diacetylcysteine Not more than 1,0 % conforms
N,S-auaneTWILHCTEUH He oosee 1,0 % COOTBETCTBYET
Other unspecified impurity Not more than 0.5 % conforms
Jlboit eauHUUHON He 6onee 0,5 % COOTBETCTBYET
HeHAeHTH(DUUUPOBaHHOA TPUMECH
Sum of impurities Not more than 4,5% conforms
Cymma npumeceii He donee 4,5% COOTBETCTBYET

THE LOT No. 20040823
CEPHSL Ne 20040823
(Seal/Tlewarn)

COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS
COOTBETCTBYET BCEM BbILIEYKA3AHHbLIM CIIELTU®OHKALIUAM

AMBON S.p.A

Manager of Control Quality Department Dr.
Tanems . S Marco
ABCAYIOULKIT OTIAENCHM KON TPONS Kd'it.LTai

uality
24

-H:‘fu‘\","‘j. nsareutical Plant

ini 3A Mn'sOH/g i

Head L(/ —._ I '|

Zambon SpA
Stabilimento (.
Via della Chimn

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Litio del € 0

20091 Bri




