JNEPKABHA CJIY/KBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMM Y KHIBCHKIN OBJACTI

npos. Ceitununoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €[PTIOY 37078774

BHCHOBOK

Npo sAKiCTh BBE3€HOro B YKpainy JAiKapcLKOro 3acoly

26.12.2023 Ne 64639/23/10

JIA30JIBAH® 31 CMAKOM JIICOBHUX AT

(naliMenyBanHs Jikapchkoro 3acoby 3TiAHO 3 peecTpallifHiM NOCBLAYSHHSM)
capon, 15 mr/5 mut o 200 mur'y CKIstHOMY ¢1aKoHi 3 NIACTHKOBHM 32Ky IOPIOBAILHIM
MPUCTPOEM i3 3aXHCTOM BiJ BIAKPUTTS niTbMu; 110 1 1aKoHy B KOMIUIEKTI 3 IIACTHKOBHM
MIpHHM KOBIAYKOM Y KapToHHiil KopoOui

(popma BUMYCKY, AO3YBaHHS, BUL [aKyBaHHS Aikapcbkoro 3acofy)
HoMep peecTpaLiiiHOro NocBiaueHHs UA/9887/01/01 crpok aii peectpauiittoro nocsiauenns 01 .01.2099
Cepis nikapcbkoro saco6y Ne 222394 KinibKicTb BBE3€HOr0 Jikapebkoro 3acoby 16600

BupoGHuK Tenpdapm Peiimc, Opaniiis

(HaiiMeHyBaHHs BUPOGHHUKA NIKAPCHKOTO 3acoBy, Kpaina MoXoaKer Hs)

BeeseHo B Vipaiiy ToBapHCTBO 3 00MEIKEHO0I0 signosigansnicrio ""OINEJUIA
XEJICKEA YKPAIHA", inent. xon: 43726391

(naiimenysanus Ta ko 3a €JIPIIOY jopuaHuHoi 0coGu abo npisBuile, iM's, 1o GarbkoBi (GizHuHOT
ocobu - nianpuemus, ii MicUe NPOXKUBAHHS Ta peecrpauiiinnii nomep 0611ik0BOT KAPTKU ILIATHHKA
nozarkis abo cepis Ta HOMEp f1acnopTa)

TMpoToKo Bi3yaJbHOr0 KOHTPOJIIO Bill 22.12.2023 Ne 4121/6.

3a  pesy/ihbTaTaMH [JePXKABHOTO  KOHTPOMO  BCTAHOBIEHO, IO mikapcbkuit 3aci6 BBeseno B YipaiHy 3

AOTPHMAHHSAM BUMOT 3aKOHOAABCTBA LIOO 3aGe3nedeHHs SIKOCTI J1iKapcbKHX 3aco0iB.
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Delpharm Reims

10 rue Colonel Charbonneaux, 51 100 Reims, France
Jensdapm Peiime

10 pro Kostowens HapGorno, 51100 Permc, OpanLis

Reims

Certificate of Quality
Ceprudikar Axocri

Manufacturing Authorisation number/ Homep Jiuensii #a BUpOGHRUTBO: M15/292

LASOLVAN® WITH WOODBERRY FLAVOUR,
syrup, 15 mg/5 ml
JIAZOJBAH® 31 CMAKOM JIICOBHX AT,
cupon, 15 mr/S ma

Importing country/ Kpaina-imMroprep: Ukraine/Yxpaina

Country of Manufacture/ Kpaina-BupoOHuK: France/Dpanuis

Active ingredient/ [liroua peoBuna: 15 mg/5 ml ambroxol hydrochloride /
15 M1/5 M aMBpOKCOIY MiApOXITIOpHIY

Marketing Authorisation Number: UA/9887/01/01
PeecTpallifHe OCBIHCHHA: UA/9887/01/01

Type and size 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

Buz, posmip Ta KOMIUIEKTHICTh ynaxoBku: mo 200 mir y CKISHOMY ¢rakoni 3 NUIACTUKOBHM 3aKyNOPIOBAIbHAM
IIPHCTPOEM i3 3aXHCTOM Bij BiAKPHTTA HiThMH; 1O tnaxony B KOMTUTEKTi 3 TUIACTHKOBHM MipHUM KOBIAYKOM Y
KapTOHHIH xopobui 3 MapKyBaHHAM YKPaTHCBKOIO MOBOXO.

Ratch number/ Homep cepii: 222394

Date of Manufacture/ J{ata BUpoCHHLTBA! 02/2022

Date of Expiry/ Tlpunaruuii 10 01/2025

Certification statement:

I hereby 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

Jassa WOKO ceprudiranii:

1lyuM 3aTBEPIKYIO, HI0 HABSACHA iHpopMmaris € AOCTOBIPHOKO T4 TOUHOKO. 1lio cepiro nposykiii 6710 BUIOTOBICHO,
BKJTIOYHO IAKYBAHHA/MAPKyBaHHA Ta KOHTPOIb 4KOCTI, HA BHMINE3a3HAYEHIA pupobHMulil minaHw Yy noBHiii
siznopisnocti BuMoram GMP, BuMoram 3ATBEPPKEHAM JIOKAIGHHM  PEryJSTOPHHM OpramMoM, a TaKkoK ¥
igmorignocti go cnieuudikartii o PeecTpauitHoOro IOCBiAHMEHHS, 10 MICTSTLCH B PEECTPALIRHOMY J0CHE KpaiHi-
imnoprepa. Ilporoxonn BHpPOGHMLITBA, NAKYBaHH: Ta JOCIIDKEHHs OyJIi eperysHyTi Ta BIANOBINAFOTE BUMOTAM

GMP.

Cropinka 134 COQ-702826-V02



Delpharm Reims, France

10 rue Colonel Charbonneaux, 51100 Reims, France

Heanpapm Pelime, @pannin

10 po Kononens ILapGonro, 51100 Pefime, Gpaniis

Certificate of Quality
Ceprudikar SAxocri

LASOLVAN® WITH WOODBERRY FLAVOUR,

syrup, 15 mg/5 ml

JIA30JBAH® 31 CMAKOM JIICOBUX ST,

Batch number/ Homep cepil: 222394

cupon, 15 mr/S mu

Number of analysis/Homep ananizy: 412837

Unit

Test Specification Test result
Burnipobysanns Crieuundixauis Pesynbrar Opuauus
ADDEArance Clear to almost clear, colourless to conforms
PP almost colourless slightly viscous syrup '
Tposopuit abo Makxe TPO3CPUA,
Onue Geabapsruii a6o maibie Ge30apBHul, BiANOBiOAE
3JIETKa B A3KUH CHpOIT
Colour of solution Not more intensely coloured than conforms
" ° reference solution BS or BYS ' ’
Komip posuny 3abaperenuit He GBI IHTEHCHBRO, HIK BiTOBLIAE
pp Y posuvid nopisuanAa BS abo BYS AATOBIAAE
Clarity of solution :f;;::i?iii:?;l)f lescent than reference conforms
- Omanecuenuis He Oineure, Hix y . .
[IposopicT posuHRY cycnensii mopiBHsaHA 1T Bignosisae
pH 2.8-3.8 34
Relative density %‘222 ;2%?30 1,003
BinHocHa rycruna ?I;g)ﬁr(\)n.nlcamlg 20/20 1,003
Identification (HPLC)
InenTudikania (BEPX)
Ambroxol hydrochloride . . N N
(N-A 872 CL) UV-spectrum corresponds to reference conforms
Ambpoxcosy Tixpoxopux . . e . o
(N-A 872 CL) Y@-crexrp BianoBinac cranaapry BigmoBinac
Ambroxol hydrochloride ST e v
(N-A 872 CL) Retention time corresponds to reference conforms
AMOBpoKCoNY YipoXNopHA . NI Co
(N-A 872 CL) Yac yrpuMaHHA BiAIIOBINAC CTAaHNAPTY Bizrosijae
Benzoic acid Retention time corresponds to reference conforms
Benzoitaa Kncjaora Yae yrpuMaHHs BiTIOBINAE CTaHHApTY Bianosigae
Active ingredient content (HPLC)
Bmict akTuBrOro iHrpenieaTa
(BEPX)
Ambroxol hydrochloride 285.0 ~ 315.0 mg/100 ml
(N-A 872 CL) (95.0% — 105.0%) 299,6 mg/100 mi
Ambpoxcony riapoxaopun 285.0 —~315.0 Mx/100 mn : ‘
(N-A 872 CL) (95.0% — 105.0%) 299,6 mr/100 M
Preservative content (HPLC)
Bmicr koucepsanTy (BEPX)
Benzoic acid ?95000%55?1‘81 %/OIASO ml 49,5 mg/100 ml
45.0 55,0 M1/100 M 495 wr/100 M

Beu3oiiHa KNCaoTa

Cropinka 2 3 4

(90.0% ~ 110.0%)

COQ-702826-V02



Delpharm Reims, France

10 rue Colonel Charbonneaux, 51100 Reims, France
Jlenndapm Peitmc, ®pannis !
10 pro Konosens LllapGono, 51100 Pelime, paris BELEFHAR

Reims

Certificate of Quality
Ceprudixat SxocTi

LASOLVAN® WITH WOODBERRY FLAVOUR,
syrup, 15 mg/5 ml
TA30JBAH® 31 CMAKOM JIICOBHX AT,
cupor, 15 mr/5 ma

Batch number/ Homep cepii: 222394 Number of analysis/Homep ananisy: 412837
Test Specification Test result Unit
BunpobysanHs Crenpdiranis Pesynprar OppHulg

Active ingredient degradation (HPLC)
Posnal aKTHBHOI'O IHFpeiienTa

(BEPX)

N-A 873 CL <04 % <0,10 %
N-A 1777 ClL <02% <0,10 %
N-AB 773 XX <02% <0,10 %
Any unspecified degradation <02% <010 %
product

Byie skui

pecneuH Givani NPORYKY <02% < 0,10 %
po3najuy

Total degradation products = 1.0% <0,10 %
3araibia KiIbKICTh <1.0% <0,10 %

NPOAYKTIB po3nany
Microbiological quality™
MixkpoGiostoriuna unerora *

Total aerobic microbial not more than 10? CFU/ml ot analyzed CFU/ml
count (TAMC)

3:fram>ue ACHO aepo6i‘mx we Ginpie nix 10* KYO/mn He auwanisysaiocs KYO/mi
mikpoopranizmis (TAMC)

Total combined not more than 10' CFU/ml not analyzed CFU/ml

yeasts/moulds count (TYMC)
3aranbpHa KUIbKiCTE

APIAKOBHX T2 TUHCHABMX  HE inpme Hix 10" KYO/™Mi He amanisysanocs KYO/mn

rpubis (TYMC)

Escherichia coli absent in 1 ml not analyzed

Escherichia coli BigcyTHi B 1 MaI He ananizysanock
Remarks/[Ipumitka:

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

per year./

* Lle JOCTIIKCHHS BUKOHYETHCH Ul NIEPIIMX 5 pupoGuuunX cepiif. Hamani pocnimprenis
BHKOHYETBCS U1 HE MEHII AK 2 cepil B pik.

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

Y pasi Gymp-skux  posGixHocTel abo CcyMmisiB MDK BepeiiMu aurnifcpKo0  Ta
YKPATHCBKOIO MOBAMH ITEPEBAKHY CUITY Mac Bepcis aHITHCBKOIO MOBOIO.

Cropinka 33 4 COQ-702826-V02



Delpharm Reims, France
10 rue Colonel Charbonneaux, 51100 Reims, France
Heanpapm Peiive, pannis

10 pto Konorens [lapbonHo, 51100 Peiime, Dpariyis BELE
Reims
. . s
Certificate of Quality i
Ceprudixar SAxocTi l

LASOLVAN® WITH WOODBERRY FLAVOUR,
syrup, 15 mg/5 ml
JTA30JBAH® 31 CMAKOM JICOBHX AL,
cupon, 15 mr/5 ma

Batch number/ Homep cepii: 222394

Number of analysis/HoMep ananisy: 412837

Test Specification Test result Unit

BunpoOysanss Cnenmbixauis Pesynesrar Onunnns
Result/Pesynorar: Released and certified /BanymeHo ta ceprudixonano

(Date of RELEASE)/(laTa BUIIYCKY): 08/03/22

DB BRMA R
Reims

Date of CoQ signature / lara miarmcy CH:
Qualified Person / Y IOBHOB&KEHA ocoba:
(Name, signature) / (IM’si, IIATIHC)

Cropinka 4 3 4 COQ-702826-V02



