JIEP’KABHA CJIYKBA 3 JJIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHUIBCHKIN OBJIACTI

npos. Ceitanynol Hanii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koa €EIPTIOY 37078774

BHUCHOBOK
npo siKicTh BBe3eHoro B YKpaiHy Jikapcbkoro sacody

15.08.2024 Ne 39895/24/10

JA3O0JIBAH®
(HaiiMeryBarHs AiKapcbioro 3acoGy 3rinHo 3 peecTpaitifim nocsiLiennam)
pO3uMH AJs iHransuiii Ta MEPOPaNLHOro 3acTocyBaHHs, 15 mr/2 ma, no 100 ma y iaxoni 3
KpaneabHuueio; mo 1 GpuakoHy Y KOMILIEKTI 3 MipHUM KOBNAYKOM B KapTOHHII Kopobui
(popma BUIYCKY, AO3YBAHHS, BHIL NAKYBakHS Aikapcbkoro 3acoby)

Homep peectpauifinoro nocsinuenns UA/3430/06/01 crpok aif peecrpaiiitioro nocsinuenus 01.01.2099
Cepis nikapeskoro sacofy Ne 231012A KinbkicTh BBE3eHOT0 Nikapebkoro 3acofy 15120

Bupobunk IctityTo ne Amxkeni C.p., Itanis
(HaliMenyBakHs BUPOBHUKA ikapehKkoro 3aco6y, KpaiHa MOXOMKEHHA)

Baesceno 8 Yrpainy ToBapHCTBO 3 00MENKEHOI0 gignosizansnictio "OTEJJIA
XEJCKEA YKPAIHA", inent. xox: 43726391

(uaiimenysanns Ta koa 3a CIAPTIOY sopuanunoi ocobu aBo npissiLe, im's, N0 GaTbkoBi (izuumol
0co6H - miAnpreMus, ii Micle MPoxUBAHHA Ta peccTpaLifinnii nomep 001ikoBOT KAPTKH MAATHHKA
noaarkis abo cepis Ta HOMep HacnopTa)

IpoToxoa sisyansuoro kourposio sin 12.08.2024 Ne 2356/2.

3a  pesyibTATAMH JIEDIABHOTO  KOHTPONIO BCTAHOBNIEHO, 1O  JKAapChKUH 3aciG  BsescHo B Ykpainy 3

JOTPHUMAHHAM BuMOr 3aKOHOJABCTBA LLOAO saGe3neueHns AKoCTi Jlikapehkix 3acolis.

@J/ Bixtop CTEGKIBCEKMH

(iniudasm Ta npizsmie)
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Istituto de Angeli S.r.l.,, Iranis

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

Lerityro ne Awmxeri C.p.a., Iranis

Joxanita Hpynni, 103/c — 50066 Perenno (®nopennis), Itanis

Certificate of Quality
Ceprndixar Sxocri

Manufacturing Authorisation number/Homep ninensii nra upoSunurso; aM-81/2020 dated 29/07/2020 / aM-81/2020 sin 29/07/2020

LASOLVAN®), solution for inhalation and oral administration, 15 mg/2 ml
JA3OJIBAH®, po3unH anst iHransuiit Ta nepopansbroro 3acrocyBsauns, 15 mr/2 ma

Importing country/ Kpafua-imnoprep: Ukraine/Yxpaina
Country of Manufacture/ Kpatna-pupobuuk: Italy/lTanis

Active ingredient/AxTusuuit iurpenient: ambroxol hydrochloride1S mg/2 ml
ambpoxcoiry riapoxmopux 15 Mr/2 mn

Marketing Authorisation Numbet: UA/3430/06/01
Peecrpaniline nocsiguenus; UA/3430/06/01 o !

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, po3Mip Ta KoMIIeKTRicTs ynakoBkiL: 1o 100 mn y ¢uiakoHi 3 xparnensHuuero; 1o 1 QuiakoHy B KommiexTi 3
MipHUM KOBIAUKOM B KapTOHHI# kopobIli 3 MapKyBaHHIM YKPaTHCHKOIO MOBOIO

Batch number/Homep cepil: 231012A
Date of Manufacture/[{ara supoGauursa: 09.03.2022
Date of Expiry/Tlpumaruuit go: 02/2027

Batch size/Posmip cepil: 57623 packs / ynaxosok

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

3asBa wono ceprudivanmii

Ium sareepnyro, 1o HaBeaeHa indopMarlis € TOCTORIPHOIO Ta TOUHOW. L{io cepito mpoxykuii 6yso BUrGTOBICHO,
BKJIIOYHO TIaKyBaHHsI/MApKYBaHHA Ta KOHTPONE AKOCT], Ha Bulle3asHaveHil BupoSuuuidl alnsuui (-1x) y nosmik
signosigHocTi BuMoram GMP, BHMOraM 3aTBEPIUKSHMM JIOKANBHHM PeryJATOPHAM OpPraHOM, a TakOX y
Bianosiaxocti Ko cneuudikauili go Peccrpaniitnoro nocsingenns, mwo MicTAThCA B peecTpauiiHoMy A0Cke kpalHi-

iMnoprepa. [Tporoxomn BUPOGHULTBA, NAKYBAHHS Ta NOCHIAMKEHHs Gy/M NepernanyTi Ta BIANOBIAAIOT: BUMOram
GMP.

Crpannuia 1 133 COQ-652054-V10




Istituto de Angeli S.r.l.

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

lerityro zie Anxeni C.p.JL,

Jlokanita Ipymi, 103/c— 50066 Peremo (@noperuis), Lrais
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Certificate of Quality
Ceprudirar SxocTi

LASOLVANG®, solution for inhalation and oral administration, 15 mg/2 ml
JA3OJIBAH®, posumu Ajist IHrajasamiii i nepopajbHOro 3aCTOCYBAHHS, 15 Mr/2 ma

Batch number/ Homep cepilt 231012A

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

Benzasxkouilo xjpopuay (BEPX)

Crpaunna 2 13 3

Test Specification Test result Unit
BunpoGyBaHHs Crrerupikaris Pesynerar OnuHAms
Appesrance E;le:tl;:) 1c1olc>urless, or slightly brownish Conforms
Omuc Tposopuit, Geabapsunit abo nean Binnosinae
KOpHYHEBHH PO3YHH AOBIARE
Odour Almost imperceptible Conforms
3anax Matixe HeplaayTHIR Binnorinae
Colour of the solution Not morg Intens cly coloured than Conforms
reference solution B7
. He 6inbi {HTeHCHBHEH 38 KONOPOM HixX . .
Konip posunnay P Bignosinae
posuuH nopiBusnHEg B7
Clarity of the solution Clear or not more opalesoent than Conforms
y reference suspension 1
. Tposopuit 60 onanecueHiin He Ginbua :
Tposopiett posuuty nbx y cyoneusit noplsnsuns 1 Blanosizac
Identification
Inenrudirauin’
2,_;‘;:‘13 ;7 szlL hgfrclifo::;:lp(h% 0 carresponding to standard Conforms
z;ﬁsﬂ)zmsg},lgrﬁ;{pl ii‘;}g‘m) BinoBimac cTanaapTy Binnosigae
?Ti'ézfg;‘iléi)" m chloride corresponding to standard Conforms
g&‘;’_‘ﬁgﬁ;{,‘;&m XOPHA Birosinae cranaapry Binrosinae
pH 50-6.5 f 55
Freezing-point depression 0.50-0,62K 056 Kk
SHIKEHIH TEMIEPATYPH 0.50 - 0.62K 056 K
saTBEPATII
Relative density d {20/20) 1.005 1,015 1.011
Bimuocua ryctuna d (20/20) 1,005 - 1,015 1,011
Active ingredient N-A 872 CL,
decomposition to (HPLC):
Po3kaananust Kooy pevonuiH
N-A 872 CL@BEPX)
N-A 873 CL and N-AB 773 XX <2.0% 0.0 %
N-A 873 CL ta N-AB 773 XX <2.0% 0.0 %
Any other individual impurity <0.2% 0.0 %
Byzs-sixa iHIma OKpeMa AoMituka <0.2% 00 %
Total impurities <2.0% 00 %
CyMa JioMitok <2.0% 00 %
A L - 0.713 - 0.787 /100 ml 0745 /100 ml
A L e 0713 - 0.787 /100 0.745 /100 wn
Assay of _ 1 !
Benzalkoniwm chioride (HPLC) 20.25 ~24.75 mg/100 ml 22.81 mg/100m
Kinncicne sBu3naveis 2025 — 2475 Mr/100 it 2981 Mr/100 ma

COQ-652054-V10




Istituto de Angeli S.r.l.
Localita Prulli n. 103/c - 50066 Reggello (F1), Italy
lerityTo ne Amsxeni C.p.a.
Jloxanira Ipyani, 103/¢ - 50066 Perenno (Dnopenuia), Iramis

Istituto ®

Certificate of Quality

Ceprudixar Sxoci

.. De Angeli

LASOLVANG®), solution for inhalation and oral administration, 15 mg/2 ml
JA30JIBAH®, posuny anst iHragsuiil i nepopansHoro sacrocyBauns, 15 mr/2 mu

Batch number/ Homep cepil: 231012A

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

Test Specification Test result Unit
Bunpobysanus Crienutixauis Pesynnrar Onunuus
Microbiological quality*
Mixpobionoriuna qucrora*
Total aerobic microbial count < 10 CFU/mi 0 CFU/mt
3aranwna kinbkicrth acpoSuux ” o
oI KUILEICTR 46D <107 KYO /mr 0 KYOhn
Mikpoopranismis
Total combined yeasts/moulds
o yee < 10 CFU/ml 0 CFU/ml
count
3aranbha KiNeKIiCTs APHRILKOBHX :
S ICTh ApDIL <10 KYO/un 0 KYO/mn
Ta NICHIBUX rpHGin
Escherichia coli absent in 1 ml Absent
Escherichia coli BILCYTHI B 1 M1 Bincyrui
Staphylococcus aureus absent in 1 mi Absent
Staphylococeus aureus BiacyTHi B 1 M1 Bincyrui
Pseudomonas aeruginosa absent in 1 ml Absent
Pseudomonas aeruginosa BlACYTHI B 1 Mat Bincyrui
Bile-tolerant gram-negative .
erant & s absent in 1 ml Absent
bacteria
Crittxi 10 wosdi rpam-Heratusni . . .
Biscyrni B [ ma Bincyrni

Gawrepil

Remarks/Tlpumirki:

*Not every batch is tested, but at least 2 batches are tested per year, depending on the
frequency of production. /
*BurnpoGysanus NpOBOAATHCS He JUTs KOKHOT cepii, ane He Meuwr uix ans 2 cepiif na piK,
3af©KHO B HACTOTH BHPOOHHUTEE.
In the event of any discrepancies or doubt between English and Ukrainian language

versions, the English language version shall prevail. /

Y pasi Oyme-sinx  pozbixuoctelt alo cymuiBis Mk BepciaMn  aurniiicekolo Ta
YKPATHCLKOI MOBAMH [IEPEBAKHY CHAY MAC BEPCIT anTiliftchbkoio MOBOIO,

Released and certified / Bnnyweno ta ceprudixosano

{Bate of RELEASE) / (Java BUITYCKY): 28.03.2022

TS DAy
(‘L}ualiﬁe’.rf:}

Date of CoQ signature / Ilara ninrmcy CS: 28.03.2022
Qualified Person / Vriosuosaucena oco6a: Dr Paola Giori
{Name, signature) / (Im’s1, nignuc)
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