Delpharm Reims
10 rue Colonel Charbonneaux '

51100 Reims, France

Jenstapm Pelime DELPHARM
10 pro Kononens HlapSonno Reims
51100 Peiimc, @panuus

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

Certificate of Quality
Cepruduxar KauecrBa

Manufacturing Authorisation number/Homep auueH3nu Ha npousBojacTBo: M15/292

LASOLVAN® WITH WOODBERRY FLAVOUR,
syrup, 15mg/5Sml
JIA3BOJIBAH® CO BKYCOM JIECHBIX SIT'OX,
capon, 15 Mr/5 ma

Importing country/MmMnoptupytowmas crpana: Ukraine/YkpauHna
Country of Manufacture/Crpana-npoussoauteins: France/®panuus
Active ingredient/AxTuBHBIH HHrpeauent: 15 mg/S ml ambroxol hydrochloride /
15 mr/5 mi1 aMOpoKcoa rTHAPOXIIOPHT

Marketing Authorisation Number: UA/9887/01/01
Peructpanuonnoe ceuaerenscrso: UA/9887/01/01

Type of the package: 200 ml in a glass bottle with plastic closer, child resistant; 1 bottle with a plastic measuring
cap in a carton box labelled in Ukrainian language
VYnakoska: mo 200 mMa1 B CTEKISHHOM (akOHe € IUIACTHKOBBIM YKYINOPOYHBEIM YCTPOMCTBOM C 3aIHTON OT

OTKDBITHA JETBMH; TIO 1 (JIakOHy B KOMIUIEKTE ¢ IUTACTHKOBBLIM MEDHBIM KOJNAYKOM B KapTOHHOM Kopobke ¢
MapKHPOBKOH Ha YKPAMHCKOM SI3BIKE

Batch number/Homep cepun: 200704
Date of Manufacture//Jata npoussoacrea: 09/2020
Date of Expiry/T'onen no: 09/2023

Batch size/Pazmep cepun: 19.320  packs/ynaxoBok

Certification statement:

Ihereby 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

CBHeTeLCTBO 0 CePTHOHKANHH:

OTHM A IOATBEPIK/IAIO, YTO NpUBENEHHas MH)OPMaL SBISETCS ZOCTOBEPHOM K
GBUTO IIPOU3BENEHO, BKITIOUAS YNIAKQBEYT, MAPRSRQOBKY H KOHTPOJIb KAYECTBA Ha KEIHhH
TIOJIHOM COOTBETCTBHH C TpeGoBgAis] A N

COOTBETCTBHH CO crieniHHKa
Jocke cTpaHpl-umnoprepa. I1

coorBercTBue GMP
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Delpharm Reims

10 rue Colonel Charbonneaux

51100 Reims, France

Henvdapm Petimc

10 pio Kononens 1lap6onno

51100 Petimc, @panums

+33 326 88 81 10 Fax: +33 326 88 8111

Certificate of Quality
Cepruduxar Kauecrsa

LASOLVAN® WITH WOODBERRY FLAVOUR,

syrup, 15Smg/5ml

JIA3OJIBAH® CO BKYCOM JECHBIX SO/,

cHpon, 15 mr/5 ma

Batch number/ Homep cepun: 200704

Number of analysis/Homep ananmusa:

396927
Test Specification Test result Unit
Hcnbiranue Crenudukanus Pesynprar Enununa
Appearanc Clear to almost clear, colourless to conforms
PP nee almost colourless slightly viscous syrup
IIpo3payHblii WM OYTH NPO3PAYHKI,
BHewHn#i BUA GecLBETHBIN WM H0YTH GeCLBETHEIIH, COOTBETCTBYET
CJIerkKa BA3KHH cupon
. Not more intensely coloured than
Colour of solution reference solution BS or BYS CORDmES
OxpaineH He GoJlee MHTEHCHBHO, YeM
Iger pacsopa pacTBop cpasHeHus BS wiu BYS COOTBETCIBYCT
Clarity of solution 22;2111?1:21?}1? lescent than reference conforms
IIpospaunocTb pacTBopa ?yi?:};i?:::;:gg:ﬁ » My COOTBETCTBYET
pH 2.8-3.8 34
Relative density gr’gfg x-)lz?)fg 0 1,003
OTHOCHTeJIbHAS JIOTHOCTD %iiﬁéngig D 20/20 1,003
Identification (HPLC)
Hnentudurauns (BIXKX)
Ambroxol hydrochloride
(N-A 872 CI.),’) UV-spectrum corresponds to reference conforms
Ambpokcoa ruapoxio
(N- Ap872 CL) p pHA VO-crieKTp COOTBETCTBYET CTAHAAPTY COOTBETCTBYET
Ambroxol hydrochloride c
(N-A 872 CL) Retention time corresponds to reference conforms
Amb6pokcosa ruapoxaopua Bpems ynep:xHBaHUsS COOTBETCTBYET
Y
(N-A 872 CL) CTaHAAPTY

Retention time corresponds to reference
BpeMs ynep:KHBaHHA COOTBETCTRBYET
CTaHAapTy

Benzoic acid
Ben3oiinaa kueaora

Active ingredient content (HPLC)
ConepxaHHe AKTHBHOIO
HHIpeAHeHTa (BOXX)

Ambroxol hydrochloride 285.0-315.0 mg/10

(N-A 872 CL) (95.0% — 105.0%)
AmGpokcona rugpoxaopun 285.0-315.0 mr/1
(N-A 872 CL) (95.0% — 105.0%)

293.2 mr/100 mn

Preservative content (HPLC)

Crpannna 2 u3 4
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Delpharm Reims

10 rue Colonel Charbonneaux
51100 Reims, France
Jenpgapm Peiimc
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DELPHARM

10 pro Kononens 1lap6onno Reims
51100 Petimc, ®pannus
+33 326 88 81 10 Fax: +33 326 88 81 11
Certificate of Quality
Cepruduxar Kauecrsa
LASOLVAN® WITH WOODBERRY FLAVOUR,
syrup, 15mg/5ml
JIA30JIBAH® CO BKYCOM JIECHBIX SITOJ,
cHpon, 15 mr/5 ma
Batch number/ Homep cepun: 200704 Number of analysis/Homep ananuza:
396927
Test Specification Test result Unit
Hcnsitanue Crieru¢ukauus PeayneTar Enunnua
ConepxaHHe KOHCEPBaHTa (BIXKX)
A 45.0—-55.0 mg /100 ml 49.2 mg/100 ml
Benzoic acid (90.0% — 110.0%)
45.0—55.0 mMr /100 M 45.2 Mr/100 mx
Ben3oiinas kucjioTa (90.0% — 110.0%)
Active ingredient degradation (HPLC)
Paznoxenue AKTHBHOI'O HHrpeaAHeHTa
(BIXX)
N-A 873 CL <0.4% < 0,10 %
N-A1777CL <0.2% < 0,10 %
N-AB 773 XX <0.2% <010 %
Any unspecified degradation o
product <0.2% < 0.10 %
JIro6oi Hecneuupuueckuii <0.2% <010 %
NIPOAYKT Pa3JIOKeHHs
Total degradation products <1,0% < 0.10 %
OO6mee konnuecTBO <1,0% <010 %
NPOAYKTOB Pa3oxKeHus
Microbiological quality*
Muxpo6HoJiorudeckast YHeTOTa*
Total aerobic microbial not more than 10 CFU/mp=ZnnA not analyzed CFU/ml

count (TAMC)

O6mee KOIHYECTBO
a3pobHbIx
MHKpPOOPraHu3MoB (TAMC)
Total combined
yeasts/moulds count (TYMC)
OO01ee KOJHYECTBO
APOAOKEBLIX H NJIECHEBBIX
rpu6oB (TYMC)
Escherichia coli
Escherichia coli

€ aHanu3upoBaHo KOE/Mn

se Gonee 10" KOE/MnN\,

absent in 1 ml
OTCYTCTBYET B 1 M1

*DTO MCNBITAaHHE BBHIMONHAETCA VIS NEPBBIX 5 NIPOM3BEACHHBIX cepuil. B nmaneneiimem
MCTIBITAHKE BBIMOIHACTCS 1S HE MEHee, YeM 2 cepuii B ro.

Crpannna 3 uz 4
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Delpharm Reims

10 rue Colonel Charbonneaux 9
51100 Reims, France ™

Hensdapm Peiimc DELPHARM
10 pro Kononens Hlap6ouno Reims
51100 Peiimc, @panums

+33 326 88 81 10 Fax: +33326 88 81 11

Certificate of Quality
Cepruduxar Kauecrna

LASOLVAN® WITH WOODBERRY FLAVOUR,
syrup, 15mg/5ml
JIA30JIBAH® CO BKYCOM JIECHBIX SIT'OJI,
cupon, 15 mr/5 ma

Batch number/ Homep cepun: 200704 Number of analysis/Homep ananusa:
396927

Test Specification Test result Unit
Hcneiranne Crennduxauus PesynsTar Enunnua
Result/Pesynrrar: Released /Boinymeno

(Date of RELEASE)/(JJata BBIITYCKA) 19/11/2020

D)

DELPHARM
Reims

: Delpharm Reims
Iy ;;_‘,\Si:qi‘_ Vesd onlep Hensdapm Peiimc
Signature/TTonnmce: M.E MOUGENOQT
Qualified Person/Y monHOMO4YEHHOE JIHLO: 7 3 NOV. 2020 E

O
S EZ0aya0% g0
diopmaued
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Delpharm Reims

10 rue Colonel Charbonneaux @
51100 Reims, France

Hensdapm Peiimc DELPHARM
10 pro Kononens Ilap6orHO Reims
51100 Peiimc, @paniis

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

Certificate of Quality
Cepudikar SAxocri

Manufacturing Authorisation number/ Homep aiuensii Ha Bupoouuurso: M 15/292

LASOLVAN® WITH WOODBERRY FLAVOUR,
syrup, 15mg/5ml
JJA30JIBAH® 31 CMAKOM JIICOBMX AT'IN,
cupom, 15 Mr/5 miu

Importing country/ Kpaina-Imnoptep: Ukraine/Yxpaina

Country of Manufacture/ Kpaina-Bupo6aux: France/®panuis

Active ingredient/ AxtuHu# inrpeniest: 15 mg/5 ml ambroxol hydrochloride /
15 mr/5 M1 aMOpPOKCOITy T1IPOXJIOPUA

Marketing Authorisation Number: UA/9887/01/01
PeecrparriiiHe MOCBiTYCHHS: UA/9887/01/01

Type of the package: 200 ml in a glass bottle with plastic closer, child resistant; 1 bottle with a plastic measuring cap
in a carton box labelled in Ukrainian language

IakyBanns: no 200 M y ckisHOMy (akoHi 3 IJIACTHKOBHM 3aKyNOPIOBAIbHUM IIPHCTPOEM 13 3aXHCTOM Bij
BiZIKpUTTA JiThbMH; O 1 (UIaKoHY B KOMIUICKTI 3 IUIACTMKOBMM MIDHHMM KOBIIAYKOM y KapTOHHIH kopoOmi 3
MapKyBaHHAM YKpaiHCBKOIO MOBOIO.

Batch number/ Homep cepii: 200704
Date of Manufacture/ Jlata BupoOHmurBa: 09/2020
Date of Expiry/ Ilpupatauii no: 09/2023

Batch size/ Po3mip cepii: 19.320 packs/ynakoBok

Certification statement:

I hereby certify that the stated information is authentic a#d
including packaging/labelling and quality control at theyf#
requirements of the local Regulatory Authority and i
registration dossier of the importing country. The batc
and found to be in compliance with GMP

of product has been manufactured,
,,\ full compliance with the GMP
Marketmg Authorisation of the
s=records were reviewed

Ceprudikaniiina 3aasa:

1{uM 3aTBEPIKYIO, IO HaBeeHa iHdopMallis € JOCTOBIpHOIO Ta TOHHOM. 110 cef
BKIIIOYHO HaKYBaHHH/MapKYBaHHSI Ta KOHTPOJb SAKOCTi, Ha BHINE3a3HAUYEHIH BHDY

BIIIHOBIIIHOCTI a0 CHCHH(I)IK&IIII/I A0 Peecrpammlor (¢] HOCBIII‘ICHH?I 1o MICTSTBCA B pCCC’I’paHlHHOMy IIOCI)C Kpaum —

immoprepa. IIpoTokomu BUpOGHUIITBA, IAKyBaHHA Ta JOCIIPKEHHA OYyNIM MEPETIHYTi Ta BiANOBIalOTH BUMOTaM
GMP.

Cropinka 134 COQ-702826-V01




Delpharm Reims

10 rue Colonel Charbonneaux
51100 Reims, France
Hensdapm Peiimc
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DELPHARM

10 pro Kononens IlapGonHo Reims
51100 Peiimc, @paniiis
+33 326 88 81 10 Fax: +33 326 88 81 11
Certificate of Quality
Ceptudikar SAxocri
LASOLVAN® WITH WOODBERRY FLAVOUR,
syrup, 15mg/5ml
JIA30JIBAH® 31 CMAKOM JIICOBHUX AT'1/,
cupomn, 15 Mr/5 ma
Batch number/ Homep cepii: 200704 Number of analysis/Homep ananizy: 396927
Test Specification Test result Unit
BunpoGyBaHHA Crermdikaris Pesynbrar OnuHuns
Appearance Clear to almost clear, colourless to conforms
PP n almost colourless slightly viscous syrup
IIpo3opwuit abo Maitke IPO30PHH,
Onuc 6e36apBuuil abo Maibxe 6e30apBHHH, BIITIOBifIa€
3JIeTKa B’ 3K CHPOII
Colour of solution Not more intensely coloured than conform
reference solution BS or BYS © s
N T Tp— 3abapeneduii He GinbII iHTEHCHBHO, HiX BiOB Iac
PP y po3uuH nopieHsaHAA B5 abo BY5 HTORIA
Clarity of solution Not more opalescent than reference conforms
suspension II
1 PR — OnanecueHmis He OlIbILIe, HDK y BioBigac
po3op P y cycnensii nopipHsaHHA 11 MAHORLR
pH 2.8-38 34
. . 0.980 - 1.020
Relative density Note: D 20/20 1.003
. 0.980 - 1.020
BinnocHa rycruna Tpumitka: D 20/20 1.003
Identification (HPLC)
InenTudikanis (BEPX)
Ambroxol hydrochloride
(N-A 872 CL) UV-spectrum corresponds to reference conforms
AMBpoxcoJy riapoxjopmna . . . .
(N-A 872 CL) V®-cnexTp BIANOBIAAE CTAHAAPTY BlATIOBIZAE
Ambroxol hydrochloride T
(N-A 872 CL) Retention time corresponds to reference conforms
AMOpokcoJ1y riapoxJjopun . .
(N-A 872 CL) Yac yTpuMaHHA BiATIOBiIa€ CTaHAAPTY

Benzoic acid
Ben3zoiina kucjora
Active ingredient content (HPLC)
BmicT aKTHBHOrO iHrpeieHTa
(BEPX)
Ambroxol hydrochloride
(N-A 872 CL)
AMOpOKCOJIY TiIpoXJIOpH]
(N-A 872 CL)

Cropinka 2 3 4

Retention time corresponds to reference
Yac yTpUMaHHA BiATIOBifa€ CTaHAApPTY

285.0 —315.0 mr/
(95.0% —105.0%

=
293.2

mr/100 mn

COQ-702826-V01



51100 Reims, France
Henmsdapm Peitmc
10 pro Konounens 1lap6onHO
51100 Peiimc, @panitisn
+33 32688 81 10 Fax: +33 3 26 88 81 11

Delpharm Reims
10 rue Colonel Charbonneaux '\ .
DELPHARM
eims

Certificate of Quality
Ceprudikar SAxocri

LASOLVAN® WITH WOODBERRY FLAVOUR,
syrup, 15mg/5ml
JIA30JIBAH® 31 CMAKOM JIICOBHX AI'lA,
cupomn, 15 mr/5 ma

Batch number/ Homep cepii: 200704 Number of analysis/Homep anainizy: 396927
Test Specification Test result Unit
BunpoOyBanHs Coenmdikarris Pesynprar Onuuuns

Preservative content (HPLC)

BwmicT koHCcepBaHTY (BEPX)

45.0 —55.0 mg/100 ml
(90.0% — 110.0%)
45.0 — 55.0 mr/100 M
(90.0% — 110.0%)

Benzoic acid 49.2 mg/100 ml

Ben3zoiina KucJoTa 49.2 Mr/100 mn

Active ingredient degradation (HPLC)
Po3najx aKTHBHOTO iHIpeIieHTa

(BEPX)

N-A 873 CL <04 % <0.10 %
N-A 1777 CL <02 % <0.10 %
N-AB 773 XX <02% <0.10 %
Any unspecified degradation <02% <010 %
product

Byns sixuit

HecnenpiyHni NpoAYKT <02% <0.10 %
po3naxy

Total degradation products <1.0% <0.10 %
3aranbHa KinbkicTh <1.0% <0.10 %

NPOAYKTIiB po3naxy
Microbiological quality*
Mikpobiosioriuna yucrora *

Total aerobic microbial

count (TAMC)

3arajbHe YHCI0 2epOOHUX

MiKpoopraHizmis (TAMC)

Total combined

yeasts/moulds count (TYMC)

3arajbHa KilbKicTh

APLKIKOBHX Ta IUTiICHABHX  He Gibire Hixk 10" KREH

not more than 102 CE¥ 8. %) CFU/ml
He Ginpme Hix 10 ‘:~ © KYO/mn

not more than 10! KA e CFU/ml
\ (\

. % ES

rpudiB (TYMC) o G
Escherichia coli absent in 1 ml é 2
Escherichia coli BiZcyTHi B 1 M1 aHagi3yBal £S5

—— BeX &:;%gg/

. ] I
Remarks/IIpumitka: ~ *Test the first 5 production batches. Then carry out the test %ﬁas 2 batches
per year./

* I{e mOCHiJPKEHHS BUKOHYETBCA I MEpIInX 5 BUpoOHuunNX cepiif. Hagani gocmimpxenns
BHKOHYETHCS JIJIsl HE MEHIII sIK 2 cepiif B pik.

Cropinka 3 34 COQ-702826-V01




Delpharm Reims
10 rue Colonel Charbonneaux
51100 Reims, France
Hensdapm Peitmc DELPHARM
10 pro Komouens Illap6onno Rei
51100 Peiimc, @paniis

+33 32688 81 10 Fax: +33 326 88 81 11
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Certificate of Quality
Ceptudikar SAxocri

LASOLVAN® WITH WOODBERRY FLAVOUR,
syrup, 15mg/5ml
JJA30JIBAH® 31 CMAKOM JIICOBHUX AT'],
cupon, 15 Mr/5 ma

Batch number/ Homep cepii: 200704 Number of analysis/Homep ananizy: 396927
Test Specification Test result Unit
Bunpobysanus Croermdikariis Pesynbrar OnuHULA
Result/Pe3ynbTat: Released /Bunymeno

(Date of RELEASE)/(lata BATIYCKY)  19/11/2020

o

DELPHARM

Reims
Delpharm Reims
Jlume aust Bepcii aHrIIiCEKOI0 Hensdapm Petime
Signature/ITigmuc: M. E. MYT'EHO [M. E. MOUGENOT]
Qualified Person/ YnmoBHoBaxkeHa ocoba: 23 mucromaga 2020

Cropinka 4 3 4 C0OQ-702826-V01




HEPXIIIKCITY KBA
AEPIKABHA CJIIVIKEA 3 JIIKAPCBKI'/!X 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIH OBJIACTI

npocnekt Banepia JloGanoBeskoro, 51, M. Kuig, 03110, Ten/(axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls. gov.ua, Kox €APTIOV 37078774

BHCHOBOK
npo AKICTHL BBe3eHOI0 B Ykpainy pikapenxoro 3acoly

20.05.2021 Ne 26846/21/10

JIA30JIBAH® 31 CMAKOM JICOBHX AT
(HaitMenypanusa Jixapcrkoro 3aco6y srimmo 3 PpeecTpauiiinm noceinyennam)
cupon, 15 mr/5 mu; no 200 M Y CRAAHOMY (hJIaKoRi 3 mIaCTHKOBHM 3aKyNOPIOBAJLHAM
TIPHCTPOEM i3 3axmcTOM Bij BiIKpHTTS aiTeMu; mo 1 taakony B KoMmIexTi 3 HACTHKOBHM
MIDHEM KOBOaYKOM Y KapTounil kopo6ni
(dopma Bummycky, AO3YBaHHI, BUI NaKyBaHHs Jikapeskoro 3aco0y)

Homep peectpaniiinoro mocsimexsis UA/9887/01/01 CTpox aii peectpauitinoro nocsigenns 01.0] 2099
Cepis nixaperkoro 3acoby Ne 200704 Kinsxicts »esenoro srixapeskoro 3aco6y 19320

Bupo6auk HAemsapu Peiime, Dpannig

(HaliMeHyBanmg BHpoGHMKa ikapchkoro 3aco0y, kpaina TIOXO/KEHHs)

Baeseno B Vpainy Tosapucrro 3 06mekenoo BigmoBinamLHicTIO "CAHO®I-ABEHTIC
YKPAIHA", inenr. xon: 35648623
(naliMeHyBanus T2 Koy 32 €NPIIOY ropunmusoi ocoby a6o npiserne, iM's, 0 6aTEKOB] bismynol

0cobH - nigupremn, it micue TIPOXXHBAHHA Ta pPeeCTpaniinmif HOMEp 06/1iKOBO KapTK! mnatHuKa
noznarkis aGo cepis Ta HOMep nacnopra)

TIporokon Bisyansuoro xouTpomo Bix 18.05.2021 N 1579/12.

3a  pesynsraramu ACPKABHOIO  KOHTPOIIO BCTAHOBNEHO, MO JNikapcekui 3aciG BBE3CHO B Vxpainy 3
AOTPHMAHHAM suvor SaKOHONABCTBA OO 3a6e3NeYe s skberi TiKapcEKUX 3aco6is,
e
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