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TIEPHCUTIKCITY XXBA
JAEPHKABHA CJYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 34
HAPKOTHUKAMM Y KHIBCBHKIHN OEJIACTI

npocnekt Banepis Jlobanoscekoro, 51, M. Kuis, 03110, ten/haxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPITIOY 37078774

BUCHOBOK _
PO AKICTH BBE3EHOr0o B YKpaiHy JIKAPCLKOro 3aco0y
24.06.2022 Ne 23496/22/10
JA3OJIBAH®

(Hﬂfm{EH};’iiﬂHHH JIKAPCHKOro 3ac00y 3riIHO 3 peeCTpaLiiiHIM NOCEI AHeHHAM)
PO3YHR M5l IHFAJIA Uil T2 1epopaILHOro 3acToCyBaHus, 15 Mr/2 M1, mo 100 mMu1 y duakoni 3

- KpaneJbHHIE0; 0 | (iaxoHy y KOMIUIEKTi 3 MIDHMM KOBIAYKOM B KAPTOHHIi Kopo6ui

((bopma BUMYCKY, N03YBaHHA, B/ IAKYBAHHS TIKAPCHKOTO 3aco0y)
Homep peectpauifinoro nocsingenus UA/3430/06/01 crpox nii peecrpauiiinoro nocriguenns 01.01.2099
Cepia nixapcekoro 3acoby Ne 231011A KiTEKICT BBE3E€HOTO TiKaperKoro.3acody 25200

BupofHux leriTyTo fig Amxkeni C.p.., Itania L
(HaAMEHYBaHHA BUPOOHUKA NIKAPCHKOro 3aco0y, Kpaika MoXomKeHH )

Bsezeno B Ykpaiuy TosapucTso 3 06Mexkenor BianosigaabuicTio "OITEJJIA
XEJCKEA YKPAIHA", igenr. xox: 43726391 3
(HaliMeHysanna Ta koa 3a EIPTIOY opuautnoi 0co6u abo npissuite, iM's, 116 6aThKOBI
(hismaHOl 0CO0M - mANpHEMIIS, 1T MicLie NPOXXUBAHHS Ta peecTpaLi AHMIL HOMep o0nikoBoT
KapTKH NIATHUKA NOAATKIB afo cepis Ta HOMEp nacrnopra)

[poTokos BisyansHore xourposio six 23.06.2022 Ne 1461/5.

34 pesyAeTATAME  AEPKABHOTO KOHTPOMIO  BCTAHOBJEHO, IO -MKAPCHKUE- 3aci6  BBEE3EH0 B Ykpainy 3

AOTPHMAHHAM  BHMOT 3aKOHOJABCTBA LIONO 3a0e3neYenns. AK0CTI TIKAPCLKUX 3ac0BIB.
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Istituto de Angeli S.1.1., Franis. L
Localita Prulli n. 103/c — 50066 Reggello (FI), Ttaly ’Sﬂéﬂﬂﬂ@w
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Certificate of Quality
.CepTﬂ.qjiRaT ﬂKOCTi. |

Manufacturing Authorisation number/Homep nineusil #a supobunureo: aM-81/2020 dated 29/07/2020 / aM-8172020 bix 20/07/2020

- LASOLVANB®), solution for inhalation and oral administration, 15 mg/2 ml
JA3OJBAH®, posunn ans inransuii Ta nepopaasHoro sacrocyramus, 15 mr/2 mi

Importing country/ KpatRa-iMmmoprep: Ukraine/VkpaiHa
Country of Manufactute/ Kpatua-supotuux: Italy/Iranis

Active in gredient/Akrusunit inrpeient: ambroxol hydrochloridel5 mg/2 ml.
amBpoxcony rizpoxiopu 15 Mr/2 mn

Marketing Authorisation Nurmber: UA/3430/06/01
Peectpauiline nocBiguerus: UA/3430/06/01

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

By, posMip Ta KOMIUIEKTHICTS yrakoBki: no 100 ma y (iakoni 3 xpanensHumeio; o 1 GrakoHy B KOMIIEKT] 3
MIPHHM KOBIIAYKOM R KAPTOHHIH KopoGui 3 MapkyBaHuaM yKpaTHCEKOIO MOBOIO

A .
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Batch number/HoMep cepii; 2310114,

Date of Manufacture//lata supobunursa: 09.03,2022
Date of Expiry/ITpunatauii go: 02/2027

Batch size/Posmip cepil: 57399 packs/ yiakoBok

—

Certification statement;

T hereby certify that the stated information is authentic and accurate, This batch of product has been manufactuted,
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

——
—— —

——
ke e — To— o

‘3asiza MOX0 cepTHRIKALT:

1T1m 3aTBEPIKYIO, 110 HaBeAeHa iHbOPMAN|A € X0CTOBIPHOIO Ta TOUHO, L{fo cepiio Hpoaykuil 6yNo BUTOTOBREHD,
BKJIOYHO IaXyBaHHA/MAPKYBaHH Ta KOHTPOIb AKOCTi, Ha BRIIC3asHaueHid Bupobunaiil ninsuui (-1x) y nopuilt
BignosinHoerl .Bumoram GMP, BHMoram 3aTBEpZKCHHAM JIOKAJIBHHM PEryJISTOPHHM OPraHoM, a. Taxkex vy
BianosiaHocTi o cnenndivaniit 1o PeecTpanilinore noCRiAUEHH, IR0 MICTATLCS B peecTpauiliHoMy A0CEE KpalHu-

iMnoprepa, 1Iporokony BUpoOHAITEa, MaKyBAHHA TA ZOOHIZPKEHHA Sy TIEpersHyTi Ta BijmoBlxaI0Th BMOram.
GMP.
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Istituto de Angeli S.t.l.

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

Tetityro ae Anxeni C.pai.

Jloranita Ipynni, 103/c — 50066 Perenno (Properiis), Itanis

Certificate of Qualiff “
Ceprudixar Sxocri

~ LASOLVANG®, solution for inhalation and oral administration, 15 mg/2 ml
JA3OJBAH®, pozuns aJs inraismiii i mepopansuoro 3acTOCYBanHNA, 15 MI/2 mi

Batch number/ Homep cepil; 231011A

-y

Number of analysis/Homep auanisy: 22001383-2-1

it

KinsKkicHe pBHSHaYeH I
N-A 872 CL (BEPX)
Assay of

G713 0987 /100w oy

Test Specification Test result Unit
Bunpobyeauns Crnenudpixania Peaynerat Qnuuuns
Appearance gﬁiﬁ} r[:lolourless, or slightly brownish Conforms
[IIposoputi, 6eabapsnnii aba neas i
Onne 'KOpHYHeBHH PO3UnH Biznosinae
Odour Almost imperceptible - Conforms:
Janax Mattke nepiguyTHait . Binnosinae
i e Not more intensely coloured than |
Cclour of the solution reference solution B7 Conforms
Koain posasin ‘He 6inbtu inTeHCHBHE 32 KONBEOPOM HixX Binnosinac.
gp y pO34YMH nopisusHua B7 ANoBla
. . Clear or not more opalescent than |
Clarity of the solution reforence suspension | Conforms
. . ITpozopuii a6o onanecuenuis ve Ginbig o
.Hpﬂfiﬂpl(:'rl: POITHEY HIX Y cyenensil nopiBussng [ Binnosinae
Identification f
renTndivauin
FA n g :iEIL hg;fn::l? IPqu?I'ﬁ)” -corresponding to standard Conforms
.{gﬁﬁfjmfi’]??gp;iﬁiﬁnm._ BlANCBIAaE CTARKAPTY ‘Bignosigae:
ﬁ{'é“ﬂﬁ;’éﬁ“'“ chloride -corresponding to standard Conforms:
'?T‘L’E';TBHE‘?;;}” XN0pHA Bi/INORiNae crauzapry Binnopigae
pH 50-~6.5 5.5
Freezing-point depression .50 -0,62 K 0.56 K
3HH‘}REH!IH TeMIEPATYpU 0.50—0.62K 056 K
3aTBepAinns |
Relative density d (20/20) 1,005 - 1.013 1.011
Binnoena rycrana d (20/20) 1.005 - 1,015 1.011
Active ingredient N-A 872 CL
decomposition to (HPLC)!
Poixkaaganna niw4gof peiosHHKl
N-A 872 CIL(BEPX) :
N-A 873 CL and N-AB 773 XX  £2.0% 0.0 %
N-A873 CLraN-AB 773 XX <2.0% 0.0 %
Any other Individual {mpurity < 0,2% 0.0 %
Byas-nra teia okpeMa noMilika < 0.2% 0.0 %
Total imputrities <2.0% 0.0 %
~ -Cyma nominiok <2.0% __ 00 %
ﬁf}s’g CL g0y 0.713 —0.787 /100 mRyd 0,745 g/100 m

0,745 ¥/100 Ma

Benzalkoniwum chloride (3pLey 20:23 — 2475 mg/160 ml 227 mig/100 ml.
Kinskicoe Buaniagenns ) | . .
Ben3ankouilo XaopuLy (BEPX) 20.25 —24.75 wr/100 ma 2271 mr/100 mn

Crpatung 2 13 3

COQ-652054-V10




[stituto de Angeli S.r.l. ——
Localita Prulli n. 103/¢ — 50066 Reggelio (FI), Italy Is tjtutoj@ l

IerityTo pe Anxeni C.p.i. De Angeli
Jloxanira INpynni, 103/c — 50066 Peremno (®ropenuis), Ttaiis - e

Certificate of Quality
Ceprudikar Axocri

- LASOLVANG®, solution for inhalation and oral administration, 15 mg/2 ml
JIA30JIBAH®, po3uun ane inransmii i nepopansnoro sacrocyBanns, 15 MI/2 Mt

Batch number/ Homep cepii: 231011A Number of analysis/Homep ananizy: 22001383-2-1
Test Specification Test result Unit
Bunpo6yepanus Crenudikanis Pesynprar OnyHuus

Microbioclogical quality*

Mikpobiosoriuna uneroTa®
Total aerobic microbial count < 10* CFU/ml 0 CFU/ml
3aranbHa KINBKICTs acpofHMX
MiIKpoOpraHisMiB
-I;):?l]t combined yeasts/moulds < 10 CFU/ml 0 CFU/ml

3arancha KibKICT ApIXIKOBHX

< 1 KYO /mn 0 KYOimn

T& NAICHABHX rpuGis < 10KYO/mit | ¢ KYOhn
Escherichia coli absent in 1 ml Abseént
Escherichia coli. BimcyTHi B 1 Mi Bincyrui
-Staphylococcus aiiréus absent in' | m| Absent
Staphylococcus aureus BIACYTHI B 1 M1l Biscyrni
Pseudomonas aeruginosa absent in'1 mi Absent
Pseudomonas aeruginosa BiACYTHI B 1 Mat Bincyrsi
:_Bile-tglerant gram-negative. absent in 1.ml Absent
bacteria )
Criliki 10 %0841 rpamM-HerarHsii sincymi s 1 MA Bigcyrsi
Baxtepii

Remarks/[Tpumitku:

*Not every batch is tested, but at least 2 batches are tested per year, depending on the
frequency of production. /

*BuripoOysanus NpoBOASTECS He I KOXHOT cepil, ane He MeHII Hix s 2 cepiil Ha pix;
3aIeKHO BIJl HaCTOTH RHPOOHMIITRA,

In the event of any discrepancies or doubt between English and Ukrainian language
versions, the English language version shall prevail, /

Y pasi Oyne-axux poz@ixnocrell afo cymuisip Mix Bepcismy anrniiicbkow Ta
YKPATHCHKOI0 MOBaMU NEPEBaKHY CHITY Ma€ BEpCis aHMHICEKOI0 MOBOR).

Result/Pezyabrat: Released and certified / Bunyweno ra ceéprandixosano
(Date of RELLEASE) / (JlaTa B[/II]YCI{Y):-ZS.OS.M}H]S .

Date of CoQ signature / Hara nignucy C5I: 28.03.2022
Qualified Person / Ynosrosaxena ocoba: Dr Paola Giori S
(Name, signature) / (IM’1, nigmuc) 2-1‘3-,9?3 el

Crpanuua 3 n3.3 COQ-652054-V10




