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Certificate of Quality}
Ceprudpircar Stroeri

- BEawiduetweli)r Avehariution o umhm.-"f[mmp SHRCH T s fipniERmTned AVERLTER dated INGTI0 S aWLBT024 wh 2N TG

LASOLVAN®, solution for inhalation and oral administration; 15 mg/2 ml
JAZOJBAN®, posul st iraisni 18 HEpopaTkiore 1aCTecyBaHeA, 15 Mr/2 mi-

Ymporting country! Kpaina-funoprep: Ulraine/Yxpatas
Country of Manufsehue/ Kpufia-supobiner Ttely/frania

Active ingredient/ Axrawenit inrpegicnn ambroxol hidrochioridel 5 my/2 ml
. an0poreony rinpaxsopis B3 sefd s

Marketine Autliorisation Nembet: VAT
Poed e ife NOoRiNHeEHE: ETASI 4300,

Type and size and completenass of fhe package: 108 mi in a boitte with a dropper; 1 bettls witha measuring cap in
o cavtor hox fabelled n Ukrainlan janguage _ _
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Batch number/Hostep cepil; 1328784
Tt of Manulactore/T{ars wepobimrea: 29,12 3031
Trate of Bxpiry/Tlpwrarawit xor 12/2026

Bath sizePoxmip cepli: 57424 packs / yranesox

‘Leriification stalenent:

1 hereby certify that the stated information js duhwistic and accorate. This batch of preduct has been mamsthctored,
nchuding paekaging/lsbelling and gquality conirol af the above-mentioned site(s) in il compliance with the GMP
requirements of the local Repulatory Awthority snd with the spacifications to Markeiing Avtborisation of the

registration dossier of the importing countey, The batch processing, packaging and anatysis records were reviewed
and found 0 be i cﬂmphanc& wﬁh {:MP
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Certifieate of Quality
Cepruadivar Hrocri

EASOLVAN®, solufion for ishalation and oral sdministration, 15 mg/2 mi
JAAZOQJABAH®, poywsm anw ldraasuii | nepopaasaore sacrocysanns, 15 Mr/2 sar

Bateh number! Hodep copite 13283784

Muwber of analysisHomep anagizy: ZANG007E-2-1
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{Cerfificate of Quality
\ Ceprudiray Hrocri

TASOLVAN®, sofation for inhalation and ors} administration, 15 mgf2 il
JTABOIBAH®, posunw 3358 inraasniil i depopaisitory sacrocysanns, 15 me/l vy
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Tetrarisi InmaiTen: .
¥adut every batch s tested, bt ab Teast 7 butehes are tested per vear, depending on he
frequeney of grodustion. !

A BRnnelyRANET DRUsQEATEES HE M RomeoT cepil, Ie Wo Mol Hiw anw 2 cepit na pii..
FANEEHD BIE HACTOTE BHPofRMmTR. _
fn il event of any Hsorepancies ar doiht between English and Ukraldian langiage
varaions, the Eagiish langnage version sl prevail. /
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JEPJKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHT POJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

npos. Caitnuusoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Ko €APIIOY 37078774

BUCHOBOK
Npo AKiCTh BBE3€HOr0 B YKpaiHy JiKapcbKoro 3acody

15.08.2024 Ne 39895/24/10

JIA3OJIBAH®
(HaliMeHyBanHs NiKapCLIOro 3acoby 3TIHO 3 PecCTPALliiiM NOCBIENHSM)
PO3UMH AJIs iHransuiii Ta MEPOPANLHOro 3acTocyBaHHs, 15 mr/2 mui, o 100 ma y duiakoni 3
KpanejbHuueio; no 1 (JIAKOHY Y KOMILIEKTi 3 MIDHUM KOBIIAYKOM B KapTOHHIH Kopobui
((hopma sunycKy, A03yBaHHS, BUI IAKYBaHH Jikapcbkoro 3acoby)

Homep peccrpavditnoro nocsinuenns UA/3430/06/01 crpox aii peccrpauifinoro nocsinuents 01.01.2099
Cepisn nikapeskoro saco6y Ne 231012A KinbkicTs BBesenoro nikapcbkoro 3acoby 15120

Bupobunk IctityTo ne Awkeni C.p.Ji., Iranis
(HaiimenyBakHs BrPOGHIKA AiKapebKOro 3aco6y, Kpaita NOXOMKEHHs)

Baesero 8 Yipaiuy ToBapHETBO 3 05MEKEHOI0 BianosigaabHuicTio "OTIEJIJIA
XEJICKEA YKPAIHA", inent. con: 43726391

(naitmenysanns Ta ko 3a CAPTIOY opumntnioi oco6u abo npizsulle, im's, 110 6aThKOBI (isuunof
0co6H - rianpremis, if MiCUE NPOXHBAHKA Ta peecTpauiiiumii Homep obaikosol KapTKK MATHIKA
noaatkis abo cepis Ta HOMEp MacnopTa)

IpoTokoa Bisyansuoro konrposio six 12.08.2024 Ne 2356/2.

3a  pesyibTATAMM JIEPA@BHOrO  KOHTPONIO BCTAHOBNEHO, IO  JKAPChKUH 3aci0 BBeseHo B YkpaiHy 3

JOTPHMAHHAM BHMOT 32KOHOAABCTBA 100 3a0e3re enHs AKOCTI JiKapchbkix 3ac00is.

@Z;/ Bixtop CTEOKIBCHKMH

(iniudasss ta npiseue)
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Istituto de Angeli S.r.1,, Itanis -
Localita Prulli n, 103/c — 50066 Reggello (FI), Italy ,m.,;{,f;g@w
TetityTo ne Amxeni C.p.a., Itanis o Q@A

ngel
Jlokanita Ipyxni, 103/c — 50066 Perenno (@nopenuis), Iranis 6

Certificate of Quality
Ceprudixar Axocri

Manufacturing Authorisation number/Homep nisensii ma supo6unurso; aM-81/2020 dated 29/07/2020 / aM-81/2020 ix 29/07/2020

LASOLVAN®,; solution for inhalation and oral administration, 15 mg/2 ml
JA3OJIBAH®, po3unn anst iHrajsiuiit Ta nepopansuoro sacrocysamus, 15 mr/2 mu

Importing country/ Kpatua-imnoprep: Ukraine/Yxpaina
Country of Manufacture/ Kpaina-pupoGuuk; Italy/ITanis

Active ingredient/AxtusHuit inrpenient: ambroxol hydrochloridel5 mg/2 ml
ambpoxcoiry rigpoxiopux 15 Mr/2 mn

Marketing Authorisation Number: UA/3430/06/01
Peeorpaniitae nocsigvenus; UA/3430/06/01 S !

Type and size and completeness of the package: 100 ml in a bottle with a dropper; 1 bottle with a measuring cap in
a carton box labelled in Ukrainian language

By, poaMip Ta KOMIVIEKTHICTE ynakoBKiL: 1o 100 Mn y ¢uiakoni 3 xpanensuuuero; 1o 1 duakony s xommiexti 3
MipHUM KOBIIQUKOM B KAPTOHHIH KOpoOIti 3 MAPKYBAHHAM YKPATHCHKOIO MOBOIO

Batch number/Homep cepii: 231012A
Date of Manufacture/Ilara supoGuuurea: 09.03.2022
Date of Expiry/Tlpunatauii go: 02/2027

Batch size/Poamip cepii: 57623 packs / ynaxosox

Certification statement:

[ hereby certify that the stated information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above-mentioned site(s) in full compliance with the GMP
requirtements of the local Regulatory Authority and with the specifications to Marketing Authorisation of the
registration dossier of the importing country. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP

3asisa wono ceprudiraiiiz

Huwm 3arBepiikyio, 1o HaBeAeHa indopMallis € ToCToBIpHOIO Ta TouHO. 1Ko cepiro mpoxykuii 6ysio BUroTOBNEHO,
BKJIOYHO IAKYBAHHS/MAPKyBaHHA Ta KOHTPONL SKOCT, Ha BuliesasHaueHi Bupobuudil ximsmui (-sx) y nosmii
pianosigHocTi BuMoram GMP, BHMOraM 3aTBEPIUKCHMM JIOKANGHHM PeryJIATOPHAM OpraHOM, a TaKox Y
BianosiaHocTi Ao enenudikanili mo Peecrpaniitnoro nocsinuenns, wo MictaTses B peectpaliioMy Aocke kpainm-

iMmnoprepa. IIpotoxomn BupoGHHUTEA, NAKYBAHHS T8 AOCHIIKEHHS 6y/M TeperyaHyTi Ta BiANOBIAAIOTs BEMOram
GMP,

Crpanmnua 1 u3 3 COQ-652054-V10




Istituto de Angeli S.r.l.

Localita Prulli n. 103/c — 50066 Reggello (FY), Italy Isth .uit;m@"’w
lerityto ne Ameni C.p.JL ~ De Angelh
Jlokanita Ipyani, 103/c— 50066 Peremno (®nopenuis), lrasis - i

Certificate of Quality
Ceprudixar Sxocti

LASOLVAN®), solution for inhalation and oral administration, 15 mg/2 ml
JA3OJIBAH®, po3uns jjis1 iHrajsamii i nepopanbHOro 3acTOCyBakMHsl, 15 mr/2 ma

Batch number/ Homep cepilt 231012A Number of analysis/Homep ananisy: 22001414-2-1

Test ' Specification Test result Unit

BunpoGyBaHHs Crrenpdixariin Pesynsrar OnuHHA

Appearance Clealz, colourless, or slightly brownish Conforms
solution

Onuc Tposopuit, Gesbapsunit abo neap Blrioslnge
KOPHUHEBHH PO3UHH

Odour Almost imperceptible Conforms

3anax Matixe neBlaayTHnH Binnosinae

Colour of the solution Not mors iatensely coloiréd (an Conforms
reference solution B7

O — He 6inbw IaTenCHBHBH 38 KONEOPOM Hix Bianonizac

Pl 4 pO3YHH nOpiBHAHHSE B7

Clarity of the solution Cl§a1' or not more‘opalescent than Confotms
reference suspension 1

TposopicTs PosvHHY Tposopuit a60o onanecuennin ne Ginbua Blanosizac

nix y cycnensil nopisasmus 1
Identification
IxenTudicauis

AT CLS I | comsgondngia s

N-A 872 CL (TIIX +BEPX)

(ANMBpOKCOTY TIIPOXNOPHH) BignioBigac cranaapry Binnosingac
?Tirézfg;t%‘)“ m chloride corresponding tostandard Conforms
3?,‘;;’?:‘5;‘;;}; 2 *TOPHA pinriosinae cranaapry Binmosixae
pH 50-6.5 f " 5.5
Freezing-point depression 0.50-0.62K 0.56 K
3Hmﬂeufm TeMIEPATYPH 0.50 - 0.62K 056 K
saTsepainms
Relative density d {20/20) 1.005 1,015 1.011
Bimocua ryctuna d (20/20) 1.005 1,015 1.011
Active ingredient N-A 872 CL
decomposition to (NPLC):
Po3kaaaanust Airovol pesonuiH
N-A 872 CL(BEPX) :
N-A 873 CL and N-AB 773 XX <2.0% 00 %
N-A 873 CL ta N-AB 773 XX <2.0% 0.0 %
Any other individual impurity <0.2% 00 %
Byzb-axe inma oxpema gomimka < 0.2% 0.0 %
Total impurities <2.0% 00 %
CyMa zoMmitnok <2.0% 00 %
- Assay of _
N-A 872 CL (HPLC) 0,713 - 0,787 /100 ml 0.745 /100 ml
© Kinbkicne BHINAYEHHH
N-A 872 CL(BEPX) 0.713 - 0.787 /100 mn 0.745 /100 mn
Assay of B
Benzalkonium chloride (HPLC) 20,25 ~24.75 mg/100 m] 22.81 mg/100 ml
Kinpicicne BA3AYLIIINA 2025 — 24.75 Mr/100 Mt 29.81 Mr/100 M

Bemzanaxouiio xnopuay (BEPX)

Crpauuua 2 u3 3 COQ-652054-V10




Istituto de Angeli S.r.1.

Localita Prulli n, 103/c - 50066 Reggello (F1), Italy
lerityTo pe Asskeni C.p.a.

Jloxanira ITpyani, 103/¢ ~ 50066 Perenno (Dnopenuia), tanis il

Istituto ®
~ De Angeli

Certificate of Quality

Batch number/ Homep cepil: 231012A

Ceprudirar Sxocri

LASOLVAN®, solution for inhalation and oral administration, 15 mg/2 ml
JA3OJBAH®, posuns ans iHragsiuiii i nepopaibHoroe sacrocypanns, 15 mr/2 ma

Number of analysis/Homep ananizy: 22001414-2-1

Test Specification Unit
Bunpobypanus Crienudikauis Onannuus
Microbiological quality*
Mixpobionoriusa wncrora*
Total acrobic microbial count < 10 CFU/ml 0 CFU/ml
3aranuua kinpkicrs acpoSuux 5 -y
€ S IEHAL KLIBSTE ASH <102 KYO fun 0 KYOhin
Mikpoopranismis
Total combined yeasts/moulds
= yee < 10 CFU/ml 0 CFU/ml
count
3aranbHa KibKICTh APDIILKOBIK v
A METS Aplad <10 KYO/nun 0 KYO/un
Ta INICHABUX 1PHOIB
Escherichia coli absent in I mi Absent
Escherichia coli BlICYTHI B 1 M Bincyrui
Staphylococcus aureus absent in 1 mi Absent
Staphylococeus aureus BiAcyTHi B 1 aMn Bimcyrui
Pseudomonas aeruginosa absent in 1 ml Absent
Pseudomonas aeruginosa BiACyTHI B 1 Ma Bincyrui
Bile-tolerant gram-negative .
yerant g s absent in 1 ml Absent
bacteria
ikl 10 koBYl rpaM-HeraTHBHi . . ; ;
LK A0 KO paM-Hert Blacy i B 1 M BiicyTni
Barrepii !

Remarks/TIpamirkir:
*Not every batch is tested, but at least 2 batches are tested per year, depending on the
frequency of production. /
*BunpoCSyranns NPOBOAATECH HE st KONHOT cepii, ane He MeHL nix s 2 cepill Ha piK,
3aNeKHO BiJ HaCTOTH BHPOOHNLTBA.
In the event of any discrepancies or doubt between English and Ukrainian language
versions, the English language version shall prevail. /
Y pasi Oymb-sxux posbixnoctell aGo cymHuisis Mk BepciaMm amrmilicbikoo Ta
YKPaTHCLKOI MOBAMH MEPeBAXHY CHY MaE BEpCis auriifchkoo MOBOIQ.

Result/Pesynprar: Released and certified / Bunyuseuo ta ceprudixonano

(Date of RELEASE) / (Hava BUIIYCKY): 28.03.2022
,@?&i-%;ﬁﬁi‘“‘if?‘%“ﬁx\g@%t sl
/0 Qualified Persgn...
Date of CoQ signature / Jlara nigrmcy C5l: 28.03.2022 A TR & /,\5,‘3 o
Qualified Person / Ynosuosaxeua ocoba: Dr Paola Giori H Paols oy

5 . Y G oy
(Name, signature) / (Im’ s, nignuc) & 0N Ll

Crpaunia 3 13 3 COQ-652054-V10



JEPKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHA V KUIBCHKINA OBJIACTI

nipoB. Critinunoi Hanii, 3, M. Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €EAPIIOY 37078774

BUCHOBOK
Npo AKiCTh BBE3€HOI0 B YKpaiHy JikapchbKoro 3aco0y

10.02.2025 No 4198/25/10

JIA3OJIBAH®

(nalfiMenyBaHHs NKapcbKoTo 3acoBy 3riHO 3 peecTpallifHuM MOCBIAYEHHAM)
PO3UMH 1S iHrajsuii Ta nepopajbHOro 3acrocyBanHs, 15 mr/2 ma, mo 100 mu y ¢Jirakoni 3
KpaneasHue; no 1 gJakony y KoMiiekTi 3 MIpHUM KOBIAYKOM B KapTOHHIN Kopooui

((popma BHMYCKY, J03YBaHHs, BI/l aKYBaHHS JikapchKkoro 3acoGy)
Howmep peecrpaiitioro nocsinuenns UA/3430/06/01 crpox uii peecrparniitnoro nocsiguenns 01.01.2099
Cepis nikapcnkoro 3acoby Ne 231013 A KinskicTh BBE3€HOTO Nikapchkoro 3acoby 12600

Bupo6Huk Icrityro ne Amxeni C.p.o., ITasnis

(naiiMeHyBaHHS BHPOOHMKa JIIKapChKOTOo 3aco0y, KpaiHa TTOXO/DKCHHS)

Baeseno B Yipainy Tosapucrso 3 00MexeH010 BilNOBiAANLHICTIO "OIEJLJIA
XEJCKEA YKPAIHA", inent. cox: 43726391

(naitMenyBaRrHKs Ta koA 3a €JIPTIOY ropuauunoi ocobn abo npissuile, iM's, no 6aThkoBi pisntHOT
0c0o0H - mianpHeMI, i Miclle TPOXUBAHHA Ta peecTpalliiiHuii HoMep 061iKOBOT KAPTKHM TIATHHKA
nopartkis abo cepis Ta HOMep nacropra)

Ipotoxoun Bizyansuoroe konrpoio six 03.02.2025 Ne 0294/3.

3a pesynbTaTaMH  IEpXKAaBHOrO KOWTPOJIKO BCTAHOBNEHO, IO Jikapchkuil 3acib Beesewo B VYkpainy 3

JOTPUMAHHAM BuMOT 3aKOHOJABCTBA W00 3a0€3NEIEHHS AKOCTI JIiKapChKMX 3ac06iB.

= I)(,&@ &}M&MG ."‘a,;,

3acTtyn Ousra EPBOMEHKO
(m a,u c{{ ﬂ%{é’ Jfgﬁz{?@gm s KOHTPONO) (ninue) (ininiany ta npisBHLLE)
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Istituto de Angeli S.r.l., ITanis

Localita Prulli n. 103/c — 50066 Reggello (FT), ltaly

Ierityto e Amkeni C.p.,, Iranis

Jloxanita Iipynni, 103/c — 50066 Perensio (@nopenuin), Iranis

Certificate of Quality
Ceprudikar fAxocri

Manufacturing Authorisation number/Hoaep aluensil na sspofuuirso: aM-81/2020 dated 29/07/2020 / aM-81/2020 Bin 29/07/2020

LASOLVAN®, solution for inhalation and oral administration, 15 mg/2 ml
JIA3OJIBAH®, posuus it iHransmii Ta nepopajibHOro 3acTocyBansi, 15 mr/2 mu

Importing country/ Kpaina-iMnoprep: Ukraine/Yxpaina
Country of Manufacture/ Kpaina-supo6uaux: Italy/Itaiis

Active ingredient/ AxTusnmit inrpexient: ambroxol hydrochloridel5 mg/2 ml
amBpokcony rixpoxnopus 15 Mr/2 Mi

Marketing Authorisation Number: UA/3430/06/01
Peectpauiiine mocsixyeH s UA/3430/06/01

Type and size and completeness of the package: 100 ml in a botile with a dropper; 1 bottle with a measuring cap in
a carton box labelled in Ukrainian language

Bua, posmip Ta kommuekTHicrs ynaxopku: o 100 miry naxoni 3 kpanenpHuLero; mo 1 gnaxoxy B xoMmiekti 3
MipHHM KOBIIYKOM B KapTOHHIH KOpoOLi 3 MApKYBAHHAM YKpaTHCHEKOI0 MOBOIO

Batch numbeyr/Homep cepii: 231013A
Date of Manufacture/[{ara supo6uunrsa: 10,03.2022
Date of Expiry/Tlpunaruuit no: 02/2027

Batch size/Posmip cepii: 57587  packs / yrmakoBok

Certification statement:

[ hereby certify that the stated information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above-mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications to Marketing Authorisation of the
registration dossier of the importing country. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP

Sasusa moao ceprudiranii:

11imm 3aTBEPTIKY!IO, 1O HaBeeHa iHopMaNis € TOCTOBIPHOKW Ta 704HOI0. Lo cepiio TpoayKuii 6yJ0 BAIOTOBIEHO,
BKITIOYHO [AKYBAHHA/MAPKYBAHHS Ta KOHTPOIb SKOCTi, HA BUIIE3A3NAMEHIH pupobuyyidt minseni (~x) y nosrik
pigmosimuocti BrmoraM GMP, BuMOraM 3aTBEp/UKEHUM JIOKAIBHUM DEryJATOPHHM OpraHoM, & Takox ¥
BiznoniaHocT Ko cnermbixauiit go PeecrpauiiiHoro mockiiveH s, 1o MICTITEOA B peecTpanifiHoMy ROCKE KpaiHH-

iMmoprepa. ITpoToKoNY BUPOGHULITEY, NAKYBAIHS T4 HOCHIANKEHHS Synu nepernsiHyTi Ta BiANOBiAAI0TH BUMOTAM
GMP. :
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Istituto de Angeli S.r.1.

Localita Prulli n. 103/c — 50066 Reggello (FI), Italy

Terityro ge Amxeni C.p.J.

Tlokanita [Tpynsi, 103/c - 50066 Peremno (Pnopexuis), ranis

Certificate of Quality
Ceprudixat Jxocti

LASOLVANG®, solution fo

r inhalation and oral administration, 15 mg/2 ml

JIA3OJIBAH®, posumns st inrajsuiii i mepopaibHoro 3acToCyBaHHsM, 15 Mr/2 mir

Batch number/ Homep cepii: 231013A

Number of analysis/Homep ananisy: 22001456-2-1

Test Specification Test result Unit
BunpoGyBaHHs Crienudikanis Pesynprar Opnunnug
Appearance Clear‘, colourless, or slightly brownish Conforms
solution
Oiiiic TIposopui, ?esGapmmﬁ 260 neap Blgriosinne
KOPHYHEBHH PO3YHH
Odour Almost imperceptible Conforms
Bauax Maitxe seiyTHIH Bianosigae
Colour of the solution Not more It cly coloured than Conforms
reference solution B7
: He 6inb {HTEHCHBENH 38 KOIBOPOM RiX . :
Koxip posunny posums nopioxsnns BT Binnosinae
Clarity of the solution (?lear g Tio more‘opalescent than Conforms
reference suspension 1
TiposopicTs posumny I’l.poaopuﬁ a60"(_)nam'scuenum ye Glipima Binnosinae
ubx y cycnensii nopisusuus 1
Ldentification
Inentudicanis
N-A 872 CL (TLC + HPLC) ;
(Ambroxol hydrochlorid o) corresponding to standard Conforms
N-A 872 CL (TILX +BEPX) . " . o
(AniGpoKcomry TiAPOXTOPH) Bianosinae craHmapry Binnosinae
Benzalkonium chloride e : .
(T1C + HPLO) corresponding to standard Conforms
Ben3aaKonilo XJopas ; o 4 —
(TIIX + BEPX) BinTOBIfAE CTAHASPTY Bixnosizae
pH 50-6.5 5.5
Freezing-point depression 0.50-0.62K 0.56 K
SHHMCHHES TCMICPATYPH 0.50 — 0,62 K 0.56 K
3arsepainus ’ ’ '
Relative density d (20/20) 1.005 - 1.015 1.012
Binunocna rycruua d (20/20) 1.005 ~ 1.015 1.012
Active ingredient N-A 872 CL
decomposition to (HPLC):
PoskaaianHs Aii0107 peoBuHK
N-A 872 CL(BEPX)
N-A 873 CL and N-AB 773 XX £2.0% 0.l %
N-A 873 CL ta N-AB 773 XX <2.0% 0.1 %
Any other individual impurity <0.2% 0.0 %
By/ib-sixa inia Okpema oIk <0.2% 00 %
Total impurities <2.0% 0.1 %
Cywma AoMiox <2.0% 0.1 %

Assay of

N-A 8§72 CL HPLC)

Kinbricne pa3uavensst

N-A 872 CL (BRPX)

Assay of

Benzallionium chloride (HPLC)
Kinbkicse BUZHAYCHHES
Bemasconito xnopuny BEPX)

Crpannua 2 u3 3

0.713 — 0787 /100 ml
0.713 ~0.787 r/100 M
20.25 —24.75 mg/100 ml

20.25 —24.75 Mr/100 M5

0.748 /100 ml
0.748 /100 Mn
22.86 mg/100 ml

22.86 wMr/100 mit
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Istituto de Angeli S.r.l.

Localita Prulii n. 103/c - 50066 Reggello (FD, Italy
lerityto ne Arkeni C.p.n.

Hoxanira Ipyani, 103/¢ - 50066 Perenno (Bstopenitin), Itanin e

Istituto @
De Aﬁgeii

Certificate of Quality
Ceprudirar Sxocri

LASOLVAN®, solution for inhalation and oral administration, 15 mg/2 ml
JAZOJIBAH®, posuun aist inransuiii i NEPopaNbHOro 3acrocyBanns, 15 mr/2 mi

Batch number/ Homep cepii: 231013A Number of analysis/Homep ananisy: 22001456-2-1

Test result Unit

Test Specification
BunpoGysauns Crieundixanis Pezysbrar Onunuus
Microbiological quality*
MikpoGionoriuua uncrora*
Total acrobic microbial count <102 CFU/ml 0 CFU/ml
3aransra KijbkicTs aepobrix e
e KHIbKICTL act S 10°KYO /i 0 KYOhun
MHPOLPIANIIMIB .
Total combined yeasts/moulds g bp vt o ' S
¢ y <10 CFU/ml 0 CFU/ml
count .
3aranuia KIAbKICTH APIKIKOBUX , 5
A1 GRbHA KUTLKICTODpIHIpK < 10 KYO/a 0 KYOhn
TA THCHIBHN l‘pl»lﬁfl} ]
Escherichia coli absent in 1 ml Absent
Escherichia coli sigeyTHi B 1 ma Bincyrui
Staphylococcus aureus absentin 1 m} Absent
Staphylococeus aureus pincyTHi B 1 M1 Bincyrui
Pseudomonas aeruginosa absent in 1 ml Absent
Pseudomonas aeruginosa slacyTHi B | Ma Bincymni
Bile-tolerant gram-negative .
antg & absent in | ml Absent

bacteria

Crifixi 1o swonui rpam-uerarisui

BiNCYTHI B 1 Mt Bincyrni

Remarks/Mpumitii:
“Not every batch is tested, but at least 2 batches are tested per year, depending on the
frequency of production, /
*BunpobyBasHs NpoROASTLECS He ISl KOWHOT cepil, ane He MeHL Hix s 2 cepiit na pik,
3aJ1€XKHO BiJl YACTOTH BUPOBHHLTRA.
In the event of any discrepancies or doubt between English and Ukrainian language
versions, the English language version shall prevail. /
Y pasi Gynp-sikux  posBixuocreli abo CYMHIBIB MDK BepeisMM  aHrmifchkoto Ta
YKPATHCLKOIO MOBAMM NEPEBAIKHY CHITY Ma€ BEPCisl AHMTIHCHKOIO MOBOIO,

Result/Peaynprar: Released and certified / Bunyweno ta ceprudiconano
(Date of RELEASE) / (HaTa BHITYCKY): 28.03.2022 P——
IstitttoBeApgatis.r
S Qualifie fﬁ’@rscﬂ‘p X
Date of CoQ signature / Jata nignucy CSl; 28.03.2022 L (; ‘;_,\;;{ (7(

Qualified Person / Ynosnosaxena ocoba: Dr Paola Giori
(Name, signature) / (Im’s, nigmuc)
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