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Istituto de Angeli S.r.1., Ital . .
Localita Prullin,103/c — soogs, Reggello (F1), ltaly Istituto De Angell
Heruryro ae Amxenu C.p.n., Hranus
Joxanmura Tpynmu, 103/c ~ 5 0066, Perenno
(Pnopennus), Uramusa

Tel:+39 055 8650 001; Fax:+39 055 8650 799

HCTHTYTO AE AHKEJIN

Certificate of Quality
Cepraduxar Kauecrna

Manufacturing Authorisation number/Homep anuensun na pokssoncTno: aM-136/2018 del 07/11/2018 / aM-136/2018 or 07/11/2018

Product: LASOLVAN®, solution for inhalation and oral administration, 15 mg/2ml
Mpenapar; JA30JIBAH®, PACTBOP I uHTa A vt 1 WepopaaLHoro npuMererns, 15mr/2 mu

[mporting country/HMnoprupyomias crpana: Ukraine/Yxpauna

Country ofManuﬁtcturefCTpaHa—npousno,um‘enb: Italy/WMranus

Active ingredient/Axruprpil HHTpeauenT: ambroxol hydrochloride/ aMOpoKcoa THOPOXITIOPH

Marketing Authorisation Number: UA/3430/06/01 Valid till:termless
Perucrpanyontoe ceunetenserno: UA/3430/06/01 Heficrayer no: 6eceponno

Type of the package: 100 m] in a glass bottle with a pelyethylene dropper, 1 boitle with a measuring cap in a carton
box labelled in Ukrainian language

Yiuakoska: mo 100 M B crexisimHom (hrakoHe ¢ nonMITHNCHOBOKH KaneJLHUIEH, no | §uakoHy B kommiekTe ¢
MEPHBIM KOIIIIAYKOM B KAPTOHHON KOpoGke ¢ MapKHPOBKOH Ha YKPAHHCKOM f3bIke

Batch number/Homep cepun; 932564 A
Date of Manufacture//lata npouseosierea: (09.01.2020
Date of Expiry/Tonen go:  01/2025

Batch size/Pasmep copuir: 57119 packs / ynaxonok

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 b

Caupercinerno o cepruduranam:

e X \\\}\ 5 VS

OTHM 5 HOATBEPKNAIO, 9TO PUBEICHHAN HHQOpMaLus ABAAETCH ,uocroaepﬂoxiiﬁi’?&q}rai}fﬁry 9‘@’}2@1’0 [POIYKUNH
Ob1io mpoureaero, BlTIOTas YHAKOBKY / MAPKMPOBKY M KOHTPOJb KauecTsa 1 "-;@%,}13}{ﬁbmgp ‘-a‘*’n}igi-fyqacrxe(ax) B
TIOJIHOM COOTBETCTBNH ¢ TpeGoranmmu GMP, YeTaHORNEHHBIMU MOCTHAIN pery‘ﬁgﬂg@'ﬁﬁmﬂ@p OM, a TaIOKe B
COOTBETCTBHH €O CTICLHGHKATINAME K Peructpamonnomy Ceupicrenserny, cofepIa EEH B PerncTpatmoHoM
AOChe cTpaie-umnoprepa. [potokonst npousronctsa, ynakonku u anamison GbuIM mepecMoTpens 1 yeranosieHo

coorBercTEHe GMP
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Istituto de Angeli S.r.1 ., [taly

Localita Prullin.103/c — 5 0066, Reggello (F1), Italy
HeruryTo ne Amkemn C.p.1., Htanus
Jlokanura Mpysnu, 103/c — 50066, Perenno
(CDﬂopeHnHﬂ), Hranus

Tel:+39 055 8650 001; Fax:439 055 8650 799

Istituto De Angeli

HCTUTYTO JE AHXKEJIH

Certificate of Quality
Cepruduxar Kaueerna

Product: LASOLVANG®, solution for inhalation and oral administration, 15 mg/2ml
Ipenapar: JA3OJ/IBAH®, PACTBOP Juist HEraxsIAi U nepopagbuore npumMenenus, 15mr/2 ma

Batch number/Homep cepan: 932564A Number of analysis/Homep aHanuza: 20000144-2-1

Test

Specification Test result Unit
Henprramme Crieumdmkarus Pesynerar Exunuia
R Clcal.‘, colourless or slightly brownish T -~
solution
— I_Ipospatmmﬁ, GecuBeTHRIH MAH crerka Coorsercrsyer
KOpH'HeBbli pacTeop
Odour Almost imperceptible Conforms
3amax HMourn veonryrumeii Cootsercrayer
Ldentification
Hnentudgmicanus
N-A 872 CL (TLC + HPLC) "
(Ambroxol hydrochlori do) coiresponding to standard Conforms
N-A 872 CL (Tcx+ BIWX) )
saligotui ruApoxopHA) COOTRETCIBYCT CTAHAAPTY Coorserernyer
gﬁgﬁag]‘,‘i'g)um chioride corresponding to standard Conforms
g}‘é’;ffgg;gg #30pug COOTBETCTBYET CTAHAAPTY Cooteerctayer
Colour of the solution Not more lnten'se]y coloured than Conforms
reference solution B7
et pactropa He 6onee nurencusuo OKpalleH, tem Cooraercrsyer
PacTeop cpanHenus B7
Clarity of the solution Clear or not more'apalescent then Conforms
reference suspension [
IIpospaunerii mmn OTIANTECLCHITAN HE
Mpospaunocrs pacrRopa Gonee, wom y CycneHsny cpapHenus [ Cootserctayer
pH 50-65 3.5
Freezing-point depression 0.50-0.62 K 0.56 K
Crucenue TEMIEPATY DI 0,50 - 0.62 K 0.56 K
JaTBepPAEHMS
Relative density d(20/20) 1,005 - 1.015
Ortunoenrensuas nnornoers d(20/20) 1.005-1.015
Active ingredient N-A 872 CL.
decomposition to;
Paznoxenue AeiicTBylomero
Bemeerna N-A 872 CL
N-A 873 CL and ~ %A
N-AB 773 XX (HPLC) =20%
N-A873CLn
< 0,
N-AB 773 XX (83%cx) S
Any other individual impurity -0 90, )
(UPL) =l 7
Jlxofaw apyras oriensnag <0.2% 0.0 %
NpHMech (BIX)
Total impurities (HPL.C) <2.0% 0.0 %
Cymma mpumeceli (Boxx) =2.0% 0.0 %
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[stituto de Angeli S.r.1., italy . .
Localita Prullin.103/c — 50066, Reggello (F1), Italy Istituto De Angeli
HeruryTo ne Amkenu C.p.n., Uranus
Jlokanuta [Ipynnu, 103/c — 50066, Perenno
(©aopenuusn), Urasus

Tel:+39 055 8650 001; Fax:+39 055 §650 799

UCTHUTYTO JIE AHXEJH

Certificate of Quality
Ceprudukar Kauecrpa

Product: LASOLVAN®, solution for inhalation and oral administration, 15 mg/2ml
Ilpenapan: JA30JIBAH®, PACTBOP WISt HArAASUME ¥ HepopaibHoro npuMenennd, 15mr/2 mu

Batch number/Homep cepun:  932564A Number of analysis/Homep ananuza: 20000144-2-1
Test Specification Test result Unit
Henesrranme Creunukanus Pesynprar Emnnnua
Assay of

N-A 872 CL (HpLC) 0.713 - 0.787 g/100 ml 0.748 2/100 m|
HOJ’IH‘{GCTBGH][OQ onpeﬂeﬂem{e

N-A 872 CL (53 0.713 - 0.787 r/100 mn 0.748 /100 mn
Assay of q o
Benzalkonium chloride (HPLE) 20.25 - 24.75 mg/100 ml 21.99 mg/100 mi

Konnuecrsennoe onpeaeseHue

BTt XT0PHAE (BIKK) 20.25 - 24.75 Mr/100 mn 21.99 wmr/100 s
Microbiological quality*
Mukpobuonornuecicas uncrora*
Total a—l‘:robjc microbial < 102 CFU/ml 0 CFU/m]
count (TAMCQ)
Ofuiee komrvecTso ﬂB])G?HLIX < 102 KOE/mn 0 KOE/n
MHKPOOPraHH3IMOR {TAMC)
Total combined
yeasts/moulds count (Tymc) < 10 CRU/ml § OELlwl
Obuee komiyecteo
APOACKEBBIX 1 INICCHERBIX < 10 KOE/mn 0 KOE/mn
rpuboB (TYMC)
Escherichia coli absent in | ml Absent
Escherichia colj OTCYTCTBYCT B | Myl Orcyrerayer
Staphylococeus aureus - absent in 1 nl Absent
Staphylococcus aureus OTCYTCTBYET B 1 Mn OrcyreTteyer
Pseudomonas aceruginosa absent in 1 ml Absent
Pseudomonas aeruginosa orTeyTernyeT B | mn Orteyrerpyer
Bile-tolerant Gram-negative absent in | ml Absent
bacteria
IpasoTprinateasusie
BaKTepnu, yeToiiMuBLIe Kk OTCYTCTBYET B | mn Otcyretayer
HEMH

Remarks/ITpumeuanns:  *Not every batch is tested, but at least 2 hatches are 4
frequency of production. ;
*Hcnbitanmne mposoautes He s KeokIoH napTum, E%ao
FOA, 3aBUCHMO OT YaCTOThI MPOMIBOACTBA i

ST

g gmlﬁf.ﬁ_
ed-pery

Result/Pesynerar: Released/Brinymeno: 29.01.2020
(release date)/(nara BBITYCKA)

" Istituto De Angeli
Date of signature (CoQ)/lata noamucu (CK): 29.01.2020 j .[ o s
Qualified Person/YnonHomouenHoe Jwo: Dr. Paocla Giori 1 3 o

Crpanuua 3 13 3 C0OQ-652054-V08




;{EP}KJHKCJN}KBA VKPATHH
JIEPIKABHA CIYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥V KUIBCHLKIN OBJIACTI

npocrneir Banepin Jlobanoseskoro, 51, M. Kuis, 03110, Ten/baxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €PIIOY 37078774

BUCHOBOK
IO AIKICTh BBE3eHOro B YKpainy JdikapcbKoro 3acoby

13.03.2020 Ne 8712/20/10

JIASOJIBAH®

(naiiMenyBanns aikapebkero 3acofy 3rifHo 3 peecTpauifngM NocBinyeHHAM)
PO3YHE JsI IHFANSINIH Ta nepopadsHoroe 3acrocypanssy, 15 mr/2 vt o 100 mn y duaaxoni 3
KpanebaHnero; no 1 guiakony y KOMIUIEKTI 3 MIDHIM KOBIAYKOM B KapTOHHIH opodi

((popma BunyCKy, N03YBAHNS, BHA NAKysallis 1iKapceKoro 3acoby)
Howmep peecrpauitinoro nocsiguenns UA/3430/06/01 crpox i peectpaniitnoro nocsinuenna 01.01.2099
Cepiz nikapebroro sacofy Ne 932564A KinbkicTs BBe3eHOro Nikapeskoro 3acoby 3780

Bupofnng IetityTo ge Amxeni C.p.r., ITanis

(HafiMerypauns pupebHnka nikapcskoro 3acofy, Kpaiia IOXOAKEHHS)

BreseHo B YkpalHy Tonap_r_lcmo 3 oOmeskenoro srnosinanmsuicrio "CAHOGI-ABEHTIC
YXPAIHA", inenr. xox: 35648623

(uafimenypanus Ta ko 3a EJJPTIOY opyakunol ocoby abo npispuie, im's, mo farskosi Gizrauol
0co0H - mianpuemus, 1T Miclle npoXkuBaHHs Ta peccTpalliiHuil HoMep o61iKoRol KapTKH rnaTHIKa
noaatkis abo cepis Ta HoMep macnopTa)

Iporoxoa sizyameroroe koutposo sia 13.03.2020 Ne 0547/11.

3a pesympTaTaMH JEPIKABHOTO KOHTPONI BCTAHOBJIEHO, IO Jikapebxdil 3aci6 BeeseHo B Yxpainy 3
AOTPHMAHHAM suMoOr 3ai0H0aBeTRa 1100 3a0e3nedeHHs akocTi nikapebkHX 3acobin.
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