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Certificate of Quality
Ceprudpuxar Kagecrra

Mezaufacturing Authorisation number/Homep anuensuy va nponssoscTao: M15/292

LASOLVAN® WITH STRAWBERRY CREAM FLAVOR,
syrup, 30mg/5ml
JIA3O0JIBAH® C KIYFHUHYHO-CAMBOYHBLIM BKYCOM,
cupon, 30 mr/5 ma

Importing country/HiMnoprapyromas crpana: Ukraine/Yxpanta

Country of Manufacture/Crpana-npoussonurens: France/@pantms

Active ingredient/ AxTrBHENA HETpeanenT: 30 mg/S ml ambroxol hydrochloride /
30 mr/S5 it aMBpOKCONa THAPOXIOPUL

Marketing Authorisation Number: UA/13771/01/01

Perucrparmonsoe Ceugerenscreo: UA/13771/01/01

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

Bup, pasmep ¥ KOMIUIEKTHOCTE yraxoBki: no 100 M so ¢uaxone; 1o 1 GIAKOHY B KOMIUIEKTE C IUIACTHKOBEIM
MCPHbIM KOJIIA4KOM B KapTOHHOH XopoOKe ¢ MapKHPOBKOH Ha YKPAHHCKOM R3bIKE

Batch nﬁmber/ﬂomep cepun: ZGOSM
Date of Manufacture/Hara npoussonctea: 03/2020
Date of Expiry/Tonen no: 03/2023

Batch size/Pasmep cepun: 80.453  packs/ynaxkosok

Certification statement;

I hereby certify that the stated information is authentic and accurate. This batch of prodact 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

Caaaereancrso o cepradmuanmn:

M % NOXTBEPACIAIC, STO TIPHBCICHHAS HHGOPMALVS SBMACTCS SOCTOBEPHOH KT
6EI0 NPOHIBEREHO, BXIIOTAS YIIAKOBKY / MADKMPOBKY H KOHTPO/h KAYeCTRa Ha fuh

HONHOM COOTBETCTBHN © Tpebosanmsmu GMP, yoraHoBISHHBIM# MeCTHEIM pery Ady b OPTAFVG A Taioke B

2

COOTRETCTBHY CO crenuduranuami K Perucrpatponaomy CBUICTENBCTRY, conepAd
nocse crpaHsl-HMRopTepa. IIpoToKoNEl MPOH3BOACTBA, YIAKOBKH H dHAIWIOB OhLIH TS Ny
cooTeeTcTBHE GMP

Crpamvna 1 mz 4 COQ-754468-V01
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LASOLVAN® WITH STRAWBERRY CREAM FLAVOR,

syrup, 30mg/Sml

JA30JBAH® C KIYBHHYHO-CJINBOYHLIM BKYCOM,

Batch number/ Homep cepun: 200504

cupon, 30 Mr/5 mn

Number of analysis/Homep ananmsa: 390100

Test Specification Test result Unit
Hoxazarems Creuaduxanms Pezynsrar Emomua
Description Clear to almost clear, colourless to almost of
Appesarance colourless slightly viscous syrup contorms
Onucanwe IIpespaussIll WIH NOTTH HpPO3PaTHbI,
Brenmull puy GecimpeTRRI HIH NOYTH SecHBETHRIY, Cherka COOTRETCTRYET
BA3KMIE cEpon
Degree of coloration of liquids Not more intensely coloured than reference onfs
solution B5 or BYS comonms
Crenens oKpainyBanys pacraopa Oxpamen Be 6oiee RETCHCHBHO, TeM
. COOTRETCTRYET
JTANOHHEI pacTeop BS anu BYS
Clarity and degree of opalescence of  Not more opalescent than reference
solution suspeasion 11 confanis
Tipo3paurocTs W cTeNeHs MYTHOCTH Pacteop ¢ onatecuennues ne Goee .
pacTBOpa BETCHCHBHOR, 4eM y 3Tanounol cycnensus I1 CooTBETCTBYET
pH 28-38 3.4
Relative density 0.980- 1.020 1.005
OrAocaTeARH2A WIOTHOCTL 0.980 - 1.020 1.005
Identification
Mnewrnduxanms
Ambroxel hydrechloride UV spectra of test solution must correspond to nfori
(N-A 872 CL) (HPLC-UV) UV specira of the standard solution contorms
AmGpoxcona ruppoxiopur Y@ coexip HCIITYEMOYO PACTRODE HOMKEH
{N-A 872 CL) 3% VD) COOTBEICTBOBATH Y@ CIICKTPY CTARAAPTHOTO COOTBETCTRYET
pacTBOpa
Ambroxol hydrochloride HPLC chromatogram of the test solution must
(MN-A 872 CLY Py correspond 1o that of the standard solution
Mote: The retention time of N-A 872 CL on
chromatogram from the test solution must L ni
7

AmBpoxcona ruAPoXRePEL
(N-A 872 CL) B3%KX)

Crpanuua 2 u3 4

correspond to the retention time of the
standard solution

B3XX xpomaTorpamma Mok ryemoro
PacTROPa JMOMKES COOTBECTCTRORATE
XPOMATOYpaMMe CTaBAAPTHOTO PacTeopa

Dpsuvevanue; Bpems yaepxupanma maka N-A

872 CL na XpoMarorpamMMe HCHLITYeMOTo
PaCTBOPE JODKHO COOTRETCTROBATS BPEMENH
VICPHABAHNA ITAKA HA XPOMATOTPAMME
CTAHIAPTHOFO PACTRODA
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Certificate of Quality
_ Ceprudpuxar Kagecrsa

LASOLVAN® WITH STRAWBERRY CREAM FLAVOR,

syrup, 30mg/Sml

JA30JBAH® C KJIYVBHHUYHO-CAUBOYHBIM BKYCOM,

cupon, 30 Mr/5 ma

Batch number/ Homep cepun: 200504 Number of analysis/Homep anamia: 390100
Test Specification Test result Unit
Hoxazarens Crnemudvxargss Pezynptar Enpanng

Benzeic acid (HPIC)

Bensolinan wuenora (BIKX)

Assay (HPLC)
KonnuecTBeHHOE onpeserene
BIX
Ambroxol hydrochloride
{N-A872CL)

Ambpoxcosa rEIpoOXIopH
(N-A 872 CL)

Benzoic acid

Benzolinan Kuciors

Degradations products (5rLC)
Tiponyicrn: paanosenns (RIKX)
N-A873CL
N-A1777CL
N-AB 7713 XX
Any unspecified degradation
product
Jhoboit necnenudmaeckuit
NPOAYKT PAINOKEHus

Crpannna 3 us 4

HPLC chromatogram, corresponds to
reference

Note: The retention time of benzoic acid on
chromatogram of the test solution must
correspond to the retention time of the
standard solution

BI3XX xpomarorpamma cooTseTcTRyST
CTRHOApTY

Ipumeuaane: BpeMs yaepxiusanns nuxa
Genzolinolt KHCIOTE! WA XpoMATOTpaMME
HCIBITYCMOTO PACTBOPA JODKHO
COOTBCTCTBOBATH BPEMEHS Y ACPKHBAHHS
TIAKA Ha XPOMATOTPaMMe CTAHKADIHOTO
pactsopa

conforms

COOTBETCTBYOT

570.0 - §30.0 mg/100 mi
Note: corresponds to 95.0 - 105.0 % from 3933 mg/100 mi
N-A 872 CL from declared content

570.0 - 630.0 Mr/100 ma

Dpuevanue; cooTBeTCIBYeT 95.0 — 105.0 % 593.3 Mr/100 mn
N-A 8§72 CL or 3a881eHHOTO KONMYECTES

45.0 - 55.0 mg/100 ml

Note: corresponds to 90.0 - 110.0 % from 49.1 mg/10 mi
declared content of benzoic acid

45.0 - 55.0 ma/100 M

Hpmaeaanme; cooteetcTayeT 90.0 - 110.0 %
Gemzoluol KHCAOTH OT 3adBITCHHOTO
KONEIecTBa

<0.3%
<0.2%
<0.2%

<0.2%

<0.2% <0.10 %

COQ-754468-V01
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Certificate of Quality
i ____ Ceprudpuxar Kauecrsa
LASOLVAN® WITH STRAWBERRY CREAM FLAVOR,
syrup, 30mg/5ml

JIA3OJIBAH® C KJIYBHHYHO-CIUBOYHBIM BKYCOM,
cupon, 30 mr/5 ma

Batch nember/ Homep copun: 2006504 Number of analysis/Homep ansmma: 390100
Test Speeification Test result Unit
Horazarens Cremaduxaims Pesymnrar Emmnna

Total degradation producis  <0.9% <10 %
Obuiee wonsueeTno <6.9% <0.10 %
OPOAYKYOR NRUIOKCKHR

Microbiological guslity™

MuscpoluoaurnuesKast HCTOTA™®

robic wicrobial not more than 12 CFU/ml .
Totad femb ¢ mivrobia 2 not salyzed CFU/mi
soBRRt (TAMD)
Ofnse KomwIeCTBS a2 fowee 10° KOE v
gapodung He amonmponany KOB/x
MERDOOPINHIMOB (TAMO) )
Total combined aot move than 1 CRUM S
o o : not anatyzed CFUfmd

yeasts/moulds sount (YYMQ)
Ofnsee conues s e Sosee 16' KOEAm
AROSOKERBIY ¥ HILCHEBLEY He ananinupossse KOEAm
rpuGes (IYMO)
Escherichis coli absentin 1 md not saalyzed
Escherichia coli CTCYTCTRYET B 1 My HE HANKIRPORETO

Rermarks/Tpusexanne: ** Test performs for the first § production batches. Then carry out the test on not less than
2 batches per year, depending on the frequency of production,
**TecTupyioTes nepsbie 5 NpoMBHDNCHHBIX copui. B amewelimen tect IPUBLIAT M
MEHE® HYOM HA 2 COPINX B TON B 3aBHCHMOCTH OT HaCTOTH HPOMIBONCTEA,

Result/Pesvnpian Released Bomymeno
{Date of RELEASEY(Mava BRIIVCKAY 24/04/2020

DBate of CoQ signature / Jlara noxmen CK:
Qualified Person / YnonroMouenHoe MHIO:
(Name, signature} / (Mms, nognmcs)

Crparmza 4wz 4 COQ-754468-VO1




JAEPYUNKCIIYXBA YKPATHIM
AEPKABHA CJIYIKEA 3 JIKAPCBKHX 3ACOEBIB TA KOHTPOJIIO 34
HAPKOTHKAMM YV KUIBCLKIL OBJIACTI

npocriext Banepia JIo6aHoncLKoro, 51, m. Kuis, 03] 10, ren/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox EAPIIOY 37078774

BHCHOBOK
Npo sIKicTh BRe3eHOro B Ykpainy JiKapcekoro 3acoly

24.07.2020 Ne 35911/20/10

JIA3OJIBAH® 3 IIOJIYH[/I‘IHO-BEPIIIKOBI/IM CMAKOM
(naliMenyBanus nikapcskoro 3ac00y 3riaHo 3 peecrpanifinm NOCBiMIEHHsAM)
cupom, 30 Mr/S mu, o 100 myy Y danaxoni; wo 1 baakony B xommexri 3 IVIACTHKOBEM MipHEM
KOBIIAYKOM y XapTrouniit Kopooui
(dopma Bumycxy, AO3YBAHHS, BUX NaKyBauuy nikapcekoro 2aco6y)

Howmep peectpauiitroro nocsimaenng UA/13771/01/01 CTPOK Zif peectpanitinoro nocsigzenns 01.01.2099
Cepia nixkapcpkoro 3acoby Ne 200504 Kinskicrs BBe3enoro mixapcskoro sacoby 13236

Brpo6rux Hemudapm PeiiMc, Dpannis
(nalivenypannsg BHpOGHRKa nikapcekoro 3acoby, kpaina TIOXOKCHHS)

Bresero B Vxpainy Tonap_nc'rno 3 obmexenor BixnoBinanemicTIo "CAHO®I-ABEHTIC
YKPAIHA", inenr. wcon: 35648623

(nafiMenyBauns Ta Koz 3a €IIPTIOY IOPHAMYHOT 0cobu abo npisBHIe, iM's, Mo Gatpxosi dismunol

0coby - nixnpremug, i Micue npoxuBanms Ta PeecTpauiitnull Homep o6xaixopoi KapTKH NIAaTHAKA
noxarxis ao cepia ta HOMep nacnopra)

Hpotokon Bisyam,nore KkouTpoio Bin 23.07.2020 M 2298/4.

3a  pesymraramu AEPHKABHOrO  KOHTPOJIO BCTaHOBNEHO, mo nikapceKuH  3acif BBC3CHO B Vkpaimy 3
AOTPHMAHHAM puvor 3aKOHOZaRCTRA mozo 3abe3neyenns axocti TKapCHKKX 3ac06is.
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