JEPYITIKCITYKBA
JEPYKABHA CJIVIKEBA 3 JOIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIHA OBJIACTI

npocniext Banepis Jobanorcexoro, 51, m. Kwuis, 03110, Ten/paxe: {044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://wmv.dls.gov.ua. Kon €EAPIIOV 37078774

BHUCHOBOK
DPO AKICTL BEE3eHOT'o B Yxpaiuny aikapceroro 3acoly

18.03.2021 Ne 12284/21/10

JIA3QJIBAH® 3 IIOJIY BHUYHO-BEPIIKOBUM CMAKOM
(nalivenysanus nikapcskoro 22000y 23rixno 3 peectpauifinmm TOCBIAYCHHAM)
cupon, 30 mr/5 mun, o 200 ma Y taaxoni; no 1 puakony B KommrexTi 3 TI2CTHKOBHM MipHIM
KOBIAIKOM ¥ KADTOHHIH Kopo&i
((popma punycry, HO3yBakHA, BH/ NAKYBaHHA NikapChxoro 3acofy)

Howmep peecrpaiinoro nocsizzenss UA/13771/ 01/01 crpox aii peecrpauiiinoro nocsizvennn 01.01.2099
Cepis nixapcekoro 3aco6y Ne 210092 KinekicTs BBE3€HOrO JiKkapcsxoro sacoby 5760

Bupo6HHK Henboapwm Peiivc, Gparnis
(nalivenypanmg BHPOGHHKa NiKapcEKOro 3aco0y, kpaina TIOXOMKEHHA)

Baeseno B Vpainy ToBapucrgo 3 ofmexenorno Binnosizaneuictio "CAHO®DI-ABEHTIC
YKPAIHA", izenr. xon: 35648623

(makimenysanna 12 koa 3a E€IIPTIOY 1opranunot ocobu aGo TIpi3BHILe, iM'e, 110 GaTkxom] hispyuol
ocolit - nianpuesug, i micue NpOMKBAHHS Ta peccTpalliHuu HoMep ofnikoepof kapTkH naTiuxa
monarkis abo cepisn Ta HOMEp nacropTa)

IIporokoen sisyansuore konrpomo sin 17.03.2021 N 0749/16.

3a  pezynnratamu ACPXABHOTO  KOHTPOJHO  BCTAHOBIGHO, 1o Jikapchkuit  3aci6 mBeseno ® Vepainy 1
AOTPAMAHHAM sumor 3akoHoN28CTE: IMOZO 3a6e3neyenns FocTi MKAPCHKHX 3ac06in,
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Delpharm Reims, France

10 rue Colonel Charbonneaux,

51100 Reims, France

Hesbpapm Peiime, ®pannns

10 pro Kononens Llap6ouno,

51100 Peiime, @pannua

+33 3268881 10Fax: +3332688 8111

Certificate of Quality
Ceprudukar Kauecrpa

Manufacturing Autherisation number/Homep auuensun na npoussoacrso: M15/292

LASOLVAN® WITH STRAWBERRY CREAM FLAVOR,
syrup, 30mg/Sml
JA3O0JIBAH® C KJIYBHUYHO-CJIUBOUYHBIM BKYCOM,
capon, 30 mr/5 ma

Importing country/MMnoprupyiomas c¢rpana: Ukraine/V KpauHa

Country of Manufacture/Crpana-npoussoauress: France/®Opanmma

Active ingredient/ AxTHBHBIit HHrpeenT: 30 mg/5 ml ambroxol hydrochloride /
30 mr/5 M amBpokcona ruapoxaopH

Marketing Authorisation Number: UA/13771/01/01

Perucrpannonnoe Ceuperenscreo: UA/13771/01/01

Type and size of the package: 200 ml in a bottle; 1 bottle with a plastic measuring cap in a carton box labelled in
Ukrainian Janguage

Bua, pasmep u xomnnextrocTh ynakosku: no 200 My Bo dnakore; no 1 duakoHy B KOMIIEKTe ¢ MTACTHKOBLIM
MCEPHBIM KOMMA4IKOM B KaPTOHHOH KOPOOKe ¢ MAPKUPOBKOH Ha YKPAHHCKOM S3bIKe

Batch number/Homep cepuu: 210092
Date of Manufacture/Jlata nponzeoncrea: 01/2021
Date of Expiry/Tonen no: 01/2024

Batch size/Pasmep cepuu: 40.080 packs/ymakosok

Certification statement:

I hereby certify that the stated information is authentic and accurate. This batch of product has becn 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

CeusieTeLeTBO 0 cepTHHAKANHN:
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TIOMHOM COOTBETCTRHM ¢ TpeGoBanuamH GMP, ycTaHOB/IGHHEIMH MECTHBIM peryi m@*‘i Opragom,/a TaKxKe B
COOTBETCTBHH CO crieuuUKalMsMH k Persictpauonnomy Ceunerenscrry, coﬂep&%ﬂ;n S
A0Cke cTpalbl-uMnoprepa. I1poToKoNEI MPOH3BOACTEA, YIAKOBKH M aHAIN3OB GbLIHM SHeemu
cooteeTcTBHE GMP
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Delpharm Reims, France

10 rue Colonel Charbonneaux,
51100 Reims, France
Heavdapm Peiimc, ®pannus
10 pro Kononens 11lapSonno,
51100 Peiime, Opanuus

DELPHARM
Reims

+33 326 88 81 10 Fax: +33 3 26 88 81 11

Certificate of Quality
Ceprudpukar Kauecrsa

LASOLVAN® WITH STRAWBERRY CREAM FLAVOR,

syrup, 30mg/5ml

JIA30JIBAH® C KIYBHHYHO-CJIMBOYHBIM BKYCOM,

cupon, 30 Mr/5 ma

Number of analysis/Homep ananu3sa: 399888

Test Specification Test result Unit
[NTokazarens Crneuudukanus PesynbpTar Enunuua
Description Clear to almost clear, colourless to almost X
Appearance colourless slightly viscous syrup ROFEE TS
Onucanue Ilpo3spauneiii Win 1104TH PO3PAHLIH,
Buemnuii gan GecupeTHwlit 1K nouTH GecuBeTHBIH, Cerka COOTBETCTBYET
BA3KHH cupon
Degree of coloration of liquids Not more intensely coloured than reference
solution B5 or BYS wonfors
Crenenn oxpanmmBanus pacTpopa Okpainen He Gosice HHTEHCHBHO, YeM
. . COOTBETCTBYET
ITANOHHEIA pacTBOp BS win BYS
Clarity and degree of opalescence of Not more opalescent than reference -
solution suspension If confbrms
IIpospaunocte 1 cTeneHs MyTHocTn  PacTsop ¢ onanecienumeii ve Gonee
pacTsopa HHTEHCHBHOMN, 1M y 3TanoHHeH cycnenzun 11 GodiERreLEyCr
pH 2.8-38 34
Relative density 0.980 - 1.020 1.005
OTHOCHTE/ILHAN TIOTHOCTE 0.980-1.020 1.005
Identification
Haentundurannn
Ambroxol hydrochloride UV spectra of test solution must correspond to
(N-A 872 CL) (HPLC-UV) UV spectra of the standard solution Souts
AmGpokcona rugpoxnopua Y@ CIEKTp HCTBITYEMOro PAacTBOpA AOJIKEH
(N-A 872 CL) (B3KX-y) COOTBETCTBOBATL Y D CNEKTPY CTAHAAPTHOIO COOTBETCTBYET
pacTBopa
Ambroxol hydrochloride HPLC chromatogram of the test solution must
(N-A 872 CL) (HPLC) correspond to that of the standard solution
Note: The retention time of N-A 872 CL on

AmOGpoKkcosa ruapoxaopha
(N-A 872 CL) (BZKX)

Crpanuna 2 13 4

conforms

chromatogram from the test solution must
correspond to the retention time of the
standard solution

B3XX xpoMaTorpaMma HCHBITYEMOTO
PacTeoOpa AOMKHA COOTBETCTROBATE
XPOMaTOrpaMMe CTAHAAPTHOIO PacTROpa L
Ilpumeyanne: Bpems ynepxaparma nuxa N-A &
872 CL Ha XpoMaTorpaMme HCILITYEMOro :
PacTBOPA AONMKHO COOTBETCTBOBATH BPEMEHH
YAEPAKHBAHUS MHKA Ha XPOMATOTPaMMe
CTAHZ[@PTHOTO PACTBOPA

“Q}( £V
o, 58799 :ﬁs’/&f

T

COQ-754468-V01




Delpharm Reims, France

10 rue Colonel Charbonneaux,
51100 Reims, France
Heavpapm Peiime, @®pannng
10 pro Kononens [HlapGonno,
51100 Petime, ®panums

+33 326 88 81 10 Fax: +33 326 88 81 11

Batch number/ Homep cepun: 210092

Certificate of Quality
Cepruduxar KagectBa

LASOLVAN® WITH STRAWBERRY CREAM FLAV OR,

syrup, 30mg/5ml

JA30JIBAH® C KJIYGHHYHO-CJIUBOYHBIM BKYCOM,

cupon, 30 Mr/5 ma

Number of analysis/Homep ananusa: 399888

Test
[Tokazarens

Specification
Creundukanus

Unit
Eoununa

Test result
Pesynetar

Benzeic acid (HPLC)

bensoiinas kuenora (BIKX)

Assay (HPLC)
KosmgaeeTeennoe onpenenenie

(BOXKX)

Ambroxoel hydrochloride
(N-A 872 CL)

AmGpokcona ruapoxnopus
(N-A 872 CL)

Benzeic acid

Bensolinan kuenora

Degradations products (HPLC)
Ipoayxre! pazaomenus (B3KX)

N-A 873 CL

N-A 1777 CL

N-AB 773 XX

Any unspecified degradation
product

Jroboit Hecneuuduyeckii
APOAYKT pa3JIoKeHHS

Crpanuna 3 u3 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

B3XX xpomaTorpamma cooteeTcTRYET
CTaHaapry

Ipumeuanse: Bpems yoepkHBaung nuka
GeH30HHOH KHCNIOTR! Ha XpoMaTOrpaMme
ACTILITYEMOTO PACTBOPA MOIKHO
COOTBETCTBOBATD BPEMEHH YACPKHBAHMS
N4Ka Ha XPOMATOTPaMMe CTAHKAPTHOTO
pacTeopa

570.0 - 630.0 mg/100 ml

Note: corresponds to 95.0 - 105.0 % from
N-A 872 CL from declared content

570.0 - 630.0 Mr/100 mn

IMpuMeyanye: cooTReTcTBYET 95.0 — 105.0 %
N-A 872 CL oT 3anB1eHHOr0 KONHYECTEA
45.0 - 55.0 mg/100 ml

Note: corresponds to 90.0 - 110.0 % from
declared content of benzoic acid

45.0 - 55.0 mr/100 M

[pumeuanue: cootsetctayer 90.0 — 110.0 %
OeH30IiHOI KHCITOTH OT 3a9BJ1IEHHOIO
KOJHYECTBa

<0.3%
=0.2%
£0.2%

<0.2%

<0.2%

conforms

COOTBETCTBYET

601.1 mg/100 ml

601.1 Mr/100 mn

48.6 mg/100 ml

COQ-754468-V01




Delpharm Reims, France

10 rue Colonel Charbonneaus,

51100 Reims, France

Jenpdapm Peiime, Ppannus
10 pro Kononens 1llap6onHo,

51100 Peiime, ®pannus

+33 326 88 81 10 Fax: +33 326 88 81 11

Certificate of Quality
Ceprudurkar KauectBa

LASOLVAN® WITH STRAWBERRY CREAM FLAVOR,

JA30JIBAH® C KJIYBHUYHO-CJIMBOYHBIM BKYCOM,

Batch number/ Homep cepun: 210092

syrup, 30mg/5ml

cupon, 30 Mr/5 ma

Number of analysis/Homep ananusa: 399888

Test Specification Test result Unit
Moxasarens Creuuduxaumsa Pesynerar Enxnnanua

Total degradation products < 0.9% <0.10 %
OO61ee KonTHYeCTRD <0.9% <0.10 %
NPOAYKTOB PAIIOKCHHS

Microbiological quality**

Mukpobnoscrudeckas YHCTOTa ™
Total aerobic microbial not more than 102 CFU/ml nobendyerd U
count (TAMC)
O6uiee komnYecTRO He Gonee 107 KOE/Mn
a3pobHbIX He aHanusupoBaHo KOE/mn
MHKPOOPraHH3IMOB (TAMC) e |
Total combined not more than 1 FU/m
yeasts/moulds count (TYMC) notanglyzed CFU/ml
Obmee komuecTso te 6onee 10" KOE/Mn
OPOAIKEBBIX M MJIECHEBIX He aHaynmsuposauo KOFE/Mn
rpufoB (TYMC)
Escherichia coli absent in 1 m! not analyzed
Escherichia coli OTCYTCTBYET B | MA HE AHAJTH3HPORAHO

2 baiches per year, depending on the frequency of production.
**TeCTHPYIOTCA NEPBHIE 5 MPOMBIILTEHHBIX cepHi. B naneseiiiem Tecr npoomar He
MEHEEe YeM Ha 2 CepHAX B IO/l B 3aBHCHMOCTH OT YacTOThI TPOM3BOACTRA.

Remarks/TIpumeuanue: ** Test performs for the first 5 production batches. Then carry out the test on not less than

Result/PesynpTar: Released /Beinymeno
(Date of RELEASE)/(Jlata BEIITYCKA): 05/02/21

Date of CoQ signature / Jlara nonnucu CK: Y=
Qualified Person / Yonnomouensoe JHLO: 08 F[V 07 ’
(Name, signature) / (Vms, nosmuce) )

Mélanic HUNNIY _

e
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