JAEPKABHA CIYIXBA 3 TIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnanof, 3, 02099, ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BHCHOBOK
Npo fAKICTH BBE3CHOr0o B YKpaily JikapeLKoro 3acody

23.09.2024 Ne 48801/24/26

PUHO®JYIMY LU

(naimenyBaHus NIKApCLKOro 3acoby 3riMo 3 peecTpautifitin nocsiauennss)
cnpei HasaabHHUi, po3unn; no 10 ma y duaxoni; o 1 ¢gaaxony 3 posnuaopadem B
KapTronniii nauui

(popma BuAyCKy, KO3YBaUHs, BUA MAKYBAHIIL JikapcsKoro 3acoby)

Homep peectpaniitroro noceinuenns UA/8559/01/01 crpox afi peectpauiitaoro nocsinuenns HeoOMexeHuM

Cepis nixapeskoro 3acofy Ne 20063557 KinskicTs sBesenoro nikapeskoro sacoby 20000
Bupo6Huk 3ambon C.IT.A., Itanis
(nabimenyBans supoGruKa AikapeLkoro 3acoly, Kpaila HOXomKeHA)
Baeseno B Yipaiuy Tosapucreo 3 o0meskenoro Binnopinanbuicrio "Mirex", inenr. xon:
23153491

(naitmenypanns a ko sa €APMOY 1opuuuunol ocobu abo npispuiie, im's, no Garskosi Qizusioi
ocofu - nixnpuemiid, 1f MiclUe TPOXUBaHHS Ta peecTpauilinmii HoMep 0BNIKOBOT KAPTKH MAATHUKA
ronarkis aGo cepis Ta HOMED nacnopra)

Mporoxoea sisyansnoro kenrponro sin 23.09.2024 Ne 3275/1.

3a  pesynpTaTaAMHM  AEPWABHOFO KOHTPOMO BCTAHOBAEHO, IO Jikapcekuil 3aci®  speseno B Ykpainy 3

AOTPHMAHHAM BHMOT 3aKOHOAABCTBA OO 3a0e3MEYCHIIA AKOCTI NiKAPChKY

HTPOJNIO) (ninnuc)
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ZAMBON S.P.A.

Via della Chimica, 9 - 36100 Vicenza {Vh), ltaly
Tel. +39 0444 968911

Fax +38 (444 348049

3AMBOH C.NLA.

Bia penna Kwmixa, 9 - 36100 Biienuya {nposiriin Biuckya), iranin
Ten. +39 0444 968311

®axc +39 (444 348049

CONTROL QUALITY | ABORATORY
Neboparopia kowtpomo akocri

MFG. DATE: 05/2024

Hara expobinmyToa; 05/2024

MANUFACTURING COUNTRY: Haly
Kpaitia-supobuuy; {Tania

MANUFACTURING AUTHORIZATION: No al - 14042019
Bupofuua niyenain: No aM - 140/2019

ANALYSIS No.: 040000256717
Ne ananuay: 040000256717

EXP. DATE: 14/2026

Tepmin mpunarwocti: 11/2026
IMPORTING COUNTRY: Ukraing
Kpaina-funoprep: Yepaina

CERTIFICATE OF GMP COMPLIANCE: No |T/33/H/2023 of 1310512022
Ceprvdbixat signosigHocti GMP: Ne IT/93/H/2022 of 13/05/2022

PRODUCT: RINOFLUIMUCIL nasal spray, solution 10 mi in a vial; 1 vial with sprayer in a cardboard pack
Mpoayxr: BUHODNYINYL{MN COPER HalankHum, PoaurH no 10 mn y naxoui; no 1 dnawony 3 ROsAKAICBAYEM B KapTOHHIR navui

ACTIVE SUBSTANCES: acetylcysteine 10 mg/1 ml, tuaminoheptane sulphate 5 mg/1 mj
Hiroua peuosusa; auerunyncrein 10 me/1 mn, Tyamitorentany cynedar 5 Mr/1 mn

REGISTRATION CERTIFICATE No: UA/B558/01/01

Peecrpauiiine noceiguenns Ne: UA/B558/01/01

BATCH No.: 20063557
Cepist Ne: 20063557

BATCH SIZE: 60.056
Foaumip cepll: 60.056

CERTIFICATE OF QUALITY / CEPTH®IKAT AKOCTI

. TESTS/ SPECIFICATION$/ RESULTS!

TTOKA3HMKM CHELMoIKAL PE3YNILTATH

Appearance Practically clear, colouriess solution with characteristic mint flavour  Cenforms

Onucanue Npakriito npoaopui, Geabapsrmi possu 3 XapAKTEPHAM M'ATHM  Bianosigae

3araxom

Identification / Crpagxsicry -

Acelylcysteine / Auerniyscrein HPLC /BEPX Posive/Noaurusua

Benzalkonium chloride / Bensankoiin xnopug HPLC / BEPX Positive/Nosuruana

Dithiothreital / fiuriotpeiron HPLC /1 BEPX PositivelToswinana

Tuaminoheptane sulphate / Tyaminorentany cynstbar G [TPX Pesitive/Toaurusua

pH 58 - 68 6.2

pH 58 - 66 6.2

Average coatent of vial NLT 10 mi 10 mi

Cepenit oficar BMICTY nakona He menuwe 10 mn 0mn

Assay Af release During sheif-iife

Kinbkiche pusHauerns Ha mosenm somycky fipomazom mepmivy npudamwocmi

Acefyleysteine 950 ~ 1050 mg/100 mi 900 - 1050 mg/100 mi
(95 - 105 % from declared quantity) - {90 - 105 % from declared quantity)
AueTUNUMCTEH 950 ~ 1050 &r/100 mn 990 - 1050 w100 mn

Tuaminoheptane sulphate

Tyawinorentany cynstar

Benzalkonium chioride

{95 - 105 % sip sanenexo] KinbkocTi)

475 - 525 mg/100 mi

(95 - 105 % from declared quantity)
475 - 525 pr1100 mn

(85 ~ 105 % Bin 3ammnexo KirbkOGTH)

911 mg100 mi
(80 - 110 % from declared quantity)

(90 - 105 % aig aansnevol Kinukocri)

450 - 525 mgf100 m

{90 - 105 % from dectared quantity)
450 - 525 wr/100 mn

{90 - 105 % Big 3amenenci KinbiocTi)

911 mg/100 mi
(80 - 110 % from declared quantity)

Bexaankoniio xropun 9~ 11 mr/100 un 9-11 wr/100 mn 10 wr/100 wn
{80 - 110 % ain 2ansnenof KiNsKOCT) {90 - 110 % sig s3aneneroi kinkxocri) (36 %)

Dithicthreitol 80~ 110 mg/100 mit 30~ 110 mg/100 m 82 mg/160 mi
{80 - 110 % from daclared Quantity) (30 - 110 % from declared quantity} (92 %)

Huriorpeiton 80 ~ 110 mr/100 mn 30 - 110 mr/100 mn 92 w1100 un
(80~ 110 % sig sansnexor KinbKoCTi) (30 - 110 % sin 3anenesoi Kinskocri) (52 %)

// ]< /7/" 7 L ) o y 7{/} 7 ‘.{z//;////
/™ el A OGO ol L a




MO000000328 o 24.09.2024 Punochnyimyuun, cnped HasanbHwit, poaum 10 M dn. Net cepist: 20063557

pag.fCTop. Az

ZAMBON SPA. 3AMBOH C.NA,

yia defia Chimica, § - 36100 Vicenza (V1), ltaly Bia ferna Kinika, 9 - 36100 Biuewua (nposings Biuewia), frans
Tel, +38 0444 958311 Ten. +39 0444 868811

Fax +39 0444 348043 Gaxc +3¢ 0444 348049

CERTIFICATE OF QUALITY / CEPTUDIKAT AKOCTI

TESTS/ SPECIFICATIONS/ RESULTS/
NOKA3HKUKY CIELKDIKALY PEIYNBLTATH

Al release During shelf-life
Ha MOMBRM BhINYCKY [pomazos mepmidy npudamsocmi
Related substances of acetylcysteine.
Croposii ACMILIKA BUSTUAIKACTEIHY.

N, N-giacetylcysting/ NMT 0.5 % NMT 1.0 % Conferms
N M -piayeTrmpucTat He Binbwe 0,5 % He Binsle 1,0 % Binnosinas
N, S-diacetyicysteine NMT 1,0 % NMT 1,0 % Cenforms
N, S-piayeTMnumeTe He Ginole 1.0 % He Girwwe 1,0 % Bignosigae
Cysteine NMT 1.5 % NMT 2.0 % Conforms
Lucreln He binvwe 1,5 % He Binbwe 2,0 % Bignoginae
Cystine NMT G5 % NMT 0,5 % Conforms
LincTin He Gisiwuie 0,5 % He Binewe 0,5 % Bianosisae
Each unknown impurily NMT 0,5 % NMT 0.5 % Contarms
Bysb-ake kelgeHTudixosana Jomitika He Bintiwe 0,5 % He Ginbwe 0,5 % Binnosinae
Sum of impurities NMT 35 % NMT 4.5 % Conforms
Cyma pomiliok He Ginbuwe 3,5 % He inbiwe 4,5 % Bipnoniga

Related substances of tuaminoheptane suphate:
CTopoRHi AOMILIRY TYBMAHOrENTaHE cynudary:

2-heptanol . NMT 058 % NMT 0.5 % Conforms
2-renvaKon He Bubwe 0.5 % He Binwwe 0,5 % Bignosinse
2-heplanone NMT 0,5 % NMT 0.5 % Conforms
2-TBNTAKOH He Ginuwe 0,5 % He Binvuwie 0,5 % Bignosigae
2-heptanoxime NMT 0,5 % NMT 0,5 % Conforms
2-12NTBHOKCUM He Binblwe 0,5 % He Ginvtue 0.5 % Biznosipae

Each unknown impurity NMT 6,2 % NMT 0,2 % Confarms
Byan-sixa HelfierTudikosana Aomituka He Girbe 0,2 % He Ginwwe 0,2 % Bignosizae

Sum of impurities NMT15% NMT 1.5% Conforms

Cyna pomiuiok He Binbwe 1,5 % He Ginbiwe 1,5 % Bignosigae
Microbia! contamination

MikpoGionoriana wacToTa ;
- TAMC NMT 102 CFUM mi/ He Binowe 107 KOEM wn Confarms { anoai[&aé/;“
-TYMC NMT 101 CFUM ml / He Sinsiwe 10 KOEM wn Conforms / Bignosié

- Pseudomonas aeruginosa Absent/1 mi { Bigeyrss/1 wn ]

- Staphylococcus aureus Absent/1 mi/ Bincymnsi1 Mn

BATCH No 20063557 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS
CEPIAR Ne 20063557 BIANOBIRAE BOIM BALEBKAIAHNM CNEUVQIKALLISINM

Ay
X
| hereby certify that the above information is authentic and accurate. This batchs of product has been manufactured, including packaging/labelling and%%aﬁ@; o 4
control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory Authotity and with approved specification in\h%@‘: Ly
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. »/m;@iw 5
LinM 3acinuyia, WO BduleBAKNanena inbopmaLis € FikcHow § npasnnbron. laka cepis npenapary supebinia Ha Jrafanin aulie AinRH, SROOUECHA o
YNaHOBKY/MADKYBAHHR | KOHTPONG AKOCTE, ¥ noasii sigricaiatosT fo BuMor GMP Micuesoro perynioioHore oprany | crewpdirauli, sataeppvenol 8 kpaiti-

iMnopTepa. (IpoToKosy BUDOBHILTEE, YIEK0BKH Ta aranisia Byny nepesipeni Ta 8raHaH; TAKAMY, L0 BignoBinaTts sumoran GMP.

Batch release date / llara sunycxy cepiit 17/06/2024
Cerificate issue date / fata sunycky cepTudiara: 171062024

AMBON S.p.A.
FHE QUALIFIED PERSON

; gy i DIRECTIVE 200183 EEC ART. 42}
éﬁg?& goiifé{\rﬁanager Q&f;fmgﬁ i . (ond v P Michele Marcazzan
JAMEOH C A, ¥ WO e ‘ o
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