AT

Delpharm Reims
10 rue Colonel Charbonneaux, 51100 Reims, France 6
Henbdapm Petimc
10 pro Komnorens lapGorso, 51100 Peifiric, Opannin DELPHARM
Reims
Certificate of Quality
Ceprudikar Sxocri

Mannfacturing Authorisation number/ Homep ninensii na supobnsarac: 2023 263 1 2

LASOLVAN® WITH WOODBERRY FLAVOUR,
syrup, 15 mg/5 ml
JA30JIBAH® 31 CMAKOM JIICOBHUX SIT 1,
cupom, 15 Mr/5 ma

Importing country/ Kpaina-imnoprep: Ukraine/Yxpaina

Country of Manufacture/ Kpaita-srapobuuk: France/®pannis

Active ingredient/ Hitoua peuonsma: 15 mg/5 ml ambroxol hydrochloride /
15 mr/S Mn amGpokcomy TLIPOXIIOpHIY

Marketing Authorisation Number: UA/9887/01/01
Pecerpauiiine nocsinyenms: UA/9887/01/01

Type and size of the package: 100 ml in a glass bottle with plastic closer, child resistant; 1 bottle with a plastic
measuring cap in a carton box labelled in Ukrainiag language

Bup, poamip 1a koMmexTHicTs YNaRoBKH: 1o 100 mn y cxisHOMy QUIaKOHI 3 (IACTHKORMHM 3aKyTIOPIOBATILHIM
TIPHCTPOEM I3 3AXMCTOM Bif BIKPHTTS Aitemu; 110 1 dnaxoHy B KoMimIexTi 3 TLIACTHKOBHM MIDHHM KOBIIAUKOM
KapToHHIH KopoBui 3 MapkyRanuam YKpPaiHCBKOK MOBO.

Baich number/ Homep cepiis 240298

Date of Manufacture/ Jlata BupobuunTsa: 02/2024
Date of Expiry/ Ipunatanii no: 01/2027

Batch size/ Posmip cepii: 79.849 packs/vnaxosok

Certification statement:

I hereby certify that the stated information is anthentic 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

3asasa wono ceprudiixamiy;

Lk 3aTsepiikyro, wo HapegeHa iHdopMauis € MOCTOBIPHOIO Ta To4HOW, Llfo cepiro npomyxnii 6yno EHTOTORNSHO,
BKIMOYHO NEaKyBaHHEA/MAPKYBAHHA Ta KOHTPOJE SKOCTI, HAa RHUINE3a3HaYeHil BHpOOHMYIE minsmni v roemii
BianoeianocTi BuMoram GMP, sumoram SATBEP/DKCHUM  JIOKAIBHHM  PETYIISTOPHUM OpranoM, a TaKoK vy
BIAMOBiMHOCTI Mo creurdikamii xo Peecrpauiitroro MOCBiAYen A, wWo MicTaThCy B peecTpanifinomy noche KpaiHH-
imnoprepa. IIporokomu BHPOOHULTBA, ITAKYBAHHSA Ta AOCTiHKEHHI Synu meperianyi Ta BianopinaOTs BHMOT2M
GMP
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Delpharm Reims, France

10 rue Colonel Charbonneaux, 51100 Reims, France

Aearpapm Peiime, ®pannis

10 pro Konouens, Hlap6onno, 51100 Peiimc, Dpanuis

Certificate of Quality
Ceprudixar Sxocri

LASOLVAN® WITH WOODBERRY FLAVOUR,

syrup, 15 mg/5 m!

JA3OJBAH® 31 CMAKOM JICOBHX ST,

Batch number/ Homep cepii: 240298

cupot, 15 Mr/s mn

Number of analysis/Homep aHamiyy: 439445

Test Specification Test result Unit
Bunpobyeanas Crenudikarnis Peaynurar OnunmLs
Appearance Clear to almost clear, colourless to conforms
bp almost colourless slightly viscous syrup )
Tlpozopuii ato maiixe 1IpO30pH,
Onnc Ge3bapeHuii abo matbie Gesbaprumii, Binmosinae
3NerKa B’ 13kmit cHpon
. Not more intensely coloured than
Ceolour of solution reference solution BS or BY'S conforms
Kounip posusn 3abapenennii ve 6inp inTelcHBNO, Hik Bimoninae
pp y PO39UH NopiRHaHE BS abo BY5 ATIOBIA
Clarity of solution Not more apalescent than reference conforms
suspension IT
. Onanecuenuia He Ginsie, mix y ; .
Hpo3zopiets posupny cyCHenaii nopinumm I BiANORiAgE
pH 2.8-38 34
. . 0.980 - 1.020
Relative density Note: D 20/20 1.003
. 0.980-1.020
Binnecna ryeruna pamitxa: D 20/20 1.003
Identification (mrLC)
Lxenrngixania (3Epx)
Ambroxol hydrochloride
(N-A 872 CL) UV-spectrum corresponds to reference conforms
AmGpoxceny rizpoxiopus . \ . .
(N-A 872 CL) YO-cnexrp siznosinae CTAHZAAPTY BiITOBIfAE
Ambroxol hydrockloride Lo
(N-A 872 CL) Retention time comresponds to reference conforms
Ambpoxcony Tiapoxaopuy ‘ - . . .
(N-A 872 CL) Yac yrpumaRss Biguosigae CTaHaapTy BiNIOBinae
Benzeic acid Retention time corresponds to reference conforms
Benzoiina kncnora Hac yTpumManns iznonpizae CTAHIADTY BiAmOEimac
Active ingredient content (HFLC)
Bumier akTupnoro iHrpexicuTa
{BEPX}
Ambroxol hydrochloride 285.0-315.0 mg/100 m!
(N-A 872 CL) (95.0% - 105.0%) 300.3 mg/100 mt
Ambpokcoay riapoxiopnn 285.0 - 315.0 Mr/100 M
(N-A 872 CL) (95.0% — 105.0%) 300.3 34r/100 mr
Preservative content (HPLC)
BMICT KOHCEPBANTY (BEPX)
. 45.0 - 55.0 mg/100 ml
Benzoic acid (90.0% — 110.0%) 498 mg/100 ml
Bensoiina kuenora 43.0 - 55.0 Mr/100 mn 49.8 Mr/100 Ma
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Delpharm Reims, France
10 rue Colonel Charbonneaux, 51100 Reims, France "

Aeaspapm Peiive, @pannin

10 pro Kononeny 1llap6ouso, 51100 Peiimc, Dpanuin DELPHARM
Reims
Certificate of Quality
Ceprudikar Sxocri

LASOLVAN® WITH WOODBERRY FLAVOUR,
syrup, 15 mg/5 ml
JA3O0JIBAH® 31 CMAKOM JIICOBUX AN,
capon, 15 mr/5 ma

Batch number/ Homep cepii: 240298 Number of analysis/Homep ananisy: 439445
Test Specification Test result Unit
BunpoGysanns Crrenudirauia Pesymprar Onunuua

Active ingredient degradation {HPLC)
Poanax akTHBROrO iNrpenicaTa

(BEPX)
L NASTICL <04 % <0.10 %

4 N-A 1777 CL, 202% <0.10 %

" N-AB773 XX <02% <0.10 %
Any unspecified degradation <029% <0.10 %
product
Byar sxnii
Heernenudivr A npoaykT <0.2% <0.10 %
poznaay
Total degradation preducts < 1.0% <0.10 %
3am.m>ua-a RIMLKicTH <1.0% <0.10 %
NPOAYKTIB posnagy

Microbiological gunality*

MikpoGioaoriung uncrora *
Total aerobic mierobial "
count (TAMC) not more than 10? CFU/mi not analyzed CFU/ml
3arannne uncno aepobanx . . 2 . _
MIKPOOPI aHIZMIB (TAMC) He Gineore wix 10? KYO/Aun He amanisysanoce KYO/mn
Total comtbined |
yeasts/moulds count (1yMC) not more than 14 CFU/m] not analyzed CFU/ml
3arasbHa xintpkicTs
APBRIKOBHX Ta NUNCHSBHX  He Ginbime nix 10! KVO/m He amanisysanocs KYO/un
rpubiB (TYMC)
Escherichia coli absent in 1 m} not analyzed
Escherichia coli BigcyThi B | M1 He aHanisysanocs

Remarks/IIpumitia:

*Test the first 5 production batches. Then carry out the test on not less than 2 batches

per year./

* Ile mocmiKeHHA BHKOHYeTbCS s nepurax 5 BupoGradmsx cepiit. Hanani nocmimienns
BHKOHYETBCA JUI He MeHUI ik 2 cepili B pik.

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

Y pazi 6ynk-aknx posbixkuocTeii a6o CYMHIgiR MK Bepeismu arraiiicskom0 T8 ykpaitHehkomw
MOBAMH TIEpEBAXKHY CHITY MA€ BEpPCis aHIAIHCHEKOI MOBOO,

Cropinka 313 4 COQ-702825-V(2




Delpharm Reims, France
10 rue Colonel Charbonneaux, 51100 Reims, France '\
Aeavipapm Peiimc, ®panuis

10 pro Kononens IHap6onno, 51100 PeiiMc, panris

Reims
Certificate of Quality
Ceprudixar Sxocri
LASOLVAN® WITH WOODBERRY FLAVOUR,
syrup, 15 mg/5 ml
JA30JBAH® 31 CMAKOM JIICOBUX $IT" 1L,

cupon, 15 mr/5 ma

Batch number/ Homep cepii: 240298 Number of analysis/Homep aHanizy: 439445

Test Specification Test result Unit
Bunpobypanus Creundikanis Peaynerar Onvauug

Result/Peaynprar: Released and certified /Banymeno Ta cepradikopano
(Date of RELEASE)/(/lata BUIIYCKY): 19/03/24

L)

DELPHAR M
Reims

Date of CoQ signature / Jlara nignucy C5: Mélanie Huynh [
Qualified Person / VioeHOBa)KeHa 0006a: Qj&[&;{

(Name, signature) / (Im’s, minnec) 7 1 MARS 2024 " e
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