AEPKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKII OBJIACTI

npoB. Csitnunol Hanit, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOro B YKpaiHy JikapchKoro 3acoly

25.10.2024 Ne 53528/24/10

JA3OJIBAH®
(naitmenyBanus mixapcbKkoro 3acoGy 3riHo 3 peecTpauiifHuM nocsigueHHsM)
Tabjerku no 30 mr, no 10 Taénerok y GJticrepis; no 2 G.ticTepn y kapTonniii Kopo6ui
((popma BumyCKy, NO3yBaHHSA, BU NAKYBAHHS JiKapCbLKOro 3acoby)

Homep peecrpauiittoro nocsinuenns UA/3430/03/01 crpox aif peectpauiiinoro nocsiguenns 01.01.2099
Cepis nikapeokoro 3acofy Ne 240356 Kinbxicts BBe3enoro mikapebkoro sacoby 32160

Bupo6uuk Hensapm Peiimc, Opanuis
(naitmenyBanns BUPOOHHMKA JTikapcekoro 3acoby, kpaina MOXOKEHHS)

Beeseno B Yipainy ToBapucrso 3 0Gmexenolo BigmorixaasuicTio "OIIEJLIA
XEJICKEA YKPAIHA", ienr. xon: 43726391
(naitvenynanns Ta ozt 3a €JPIIOY opumiaHoi 0cobH a6o npisBuiNe, iM's, 110 GaTbkoBi (izuuHOi

ocobu - mianpuemus, i Micue TNIPOXHUBAHHS Ta peecTpauiiiuuii Homep 06iKkoBOT KapTKH IIaTHUKA
nojarkis abo cepist Ta HoMep nacnoprTa)

Tlpotokon BisyansHoro konrposmo gin 18.10.2024 Ne 3190/3.

32  pesynbTaTaMM  JEPKABHOIO KONTPOJIO  BCTAHOBJIEHO, 110 JikapChkui 3aci6 BBeseno B VYkpainy 3

AOTPHUMAHHSM BuMOT 3aKOBOXABCTBA OO0 330€3HeYeHHs IKOCT JiKapchKkuX 3aco6iB.
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Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Teanapm Peiime

10 pro Kononens Ulap6orHo,
51100 Peitmc, dpanuis

Certificate of Quality
Ceprudikar fxocri

Manufacturing Authorisation number/Homep Jinensii ua BupoGAULTBO! 2023 263_1.2

LASOLVANG®), tablets 30 mg
JTA30JIBAH®, Tabaerkua no 30 mr

Importing country/ Kpaina-iMnoprep: Ukraine/Yxpaina
Country of Manufacture/Kpaina-BHpoCHHK: France/®panuisa
Active ingredient/ AKTHBHUI iBrpenicHt: ambroxol hydrochloride 30 mg/tab /

aMGpoKcosTy TIAPOXIOpUAY 30 mr/rabneTii

Marketing Authorisation Number: UA/3430/03/01
Pecorpaniiine TTocBimHeHHs: UA/3430/03/01

Type, size and completeness of the package: 10 tabletsina blister; 2 blisters in a carton box labelled in the Ukrainian
language

Bux, posMip Ta KOMILIekTHICTs yrakosku: 1o 10 TabneTox y Gnictepi; no 2 GricTepu B KApTOHHii xopobui 3
MapKyBAHHAM YKPATHCBKOIO MOBOIO.

Batch number/Homep cepii: 240356
Date of Manufacture/Jara BupoGHRITBA: 02/2024
Date of Expiry/ITpunaTsui a0 01/2027

Batch size/Poamip cepii: 32.160 packs / ynakoBok

Certification statement:

1 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

Csinonrso cepTHdikanii:

1lum 3aTBEPIXKYIO, IO HABSACHA indopmallis € OCTOBIPHOIO TA TOUHOM. Lo cepito npoayxiii OyNo BUTOTOBNCHS,
BKJIIOYHO NAKYBaHHS/MAPKyBaHHA Ta KOHTPOIEL axoCTi, HA BULIE3a3HAUCHIH pupoGumHii aismmd (-ax) y NOBHiH
pigrosinpocri BuMoraM GMP, Bumoram 3aTBEPIKEHUM JIOKAJBHUM  peryiaTOpHUM OpraHoM, a4 TakoX Y
pinnosinHocti Ao cneumdikaniii 10 PeccrpatiiiHoro NocBiA4eHHs, o MICTATBCA B PEECTPANIAHOMY BOCHE KPATHH-
iMmoprepa. ITpoToxonu BUPOOHULITBA, HAKYBAHHA T4 JOCTipKenHs Gyny TiepernsnyTi Ta BiZNOBIAAKOTH BAMOTAM
GMP.

Cropinxa 135 COQ-715622-V01



Delpharm Reims
10 rue Colonel Charbonneaux,
51100 Reims, France

Jemspapwm Peiime
10 pro Kononens Hlapbouno,
51100 Peiimc, Dpanrnis

BELPHARM
Reims

Certificate of Quality

Ceprudikar fxocri

Batch number/Homep cepii: 240356

LASOLVAN®), tablets 30 mg
JA3Z0JBAH®, rabaerkn mo 30 mr

Number of analysis/Homep ananisy; 441412

Test Specification Test result Unit
Bunpobyranus Cnenmdirauis Pesynwrar Oy
Description Round, white tablets, both faces are flat,
with bevelled edges. One face is scored Conforms
and impressed with “67C” above and
below the score,
Ounuce Kpyrai, 6ini Tabnerky, miocki 3 060x
CTODIH, 3] CKOMEHNMHU KPasiMH; Ha OTHIN
CTOpoHi TaBNETKH ~ Haciuka Ta Binnosinae
mapkysanng “67C” no obunea Goxn
Haciuku.
Dimensions diameter: 9.0~ 9.2 mm 9.1 mm
thickness: 2,7 ~ 3,1 mm 28 mm
(determined on 10 tablets) ’
Posmipu niaMeTp: 9.0 — 9.2 MM 9.1 MM
ToRIMHa: 2.7 - 3.1 MM 28 wm
(Bu3nauaoTh Ha 10 Tabnerkax) ’
Identification of
N-A 872 CL (TLC) The Rf value of the active ingredient
obtained with the test solution Conf
corresponds to that obtained with the ontorms
standard solution
N-A 872 CL (HPL.C) The uncorrected retention time of the
active ingredient in the test solution must
be the same as the uncorrected retention Conforms
time of the active ingredient in the
standard solution
Ineurndiranis
N-A 872 CL (THIX) 3uauenns Rf akrusnoro iHrpenienra,
OTPHMAHE y HOCIIKYBAHOMY PO3URHI, Binnosixae
Bianosigae 3HauenHo Rf, orpuManoMy B
CTAH/IAPTHOMY POSYHHI
N-A 872 CL (BEPX) HexkopexroBanuii yac yTpUMAaHHs
AKTHBHOro iHrpegicnra y
upcniu?xyaaﬂomy po3uKHi [TOBHHEH Binnosizae
BIATIOBI/IATH HEKOPEKTOBAHOMY Hacy
YTPUMAHHA aKTHBHOIrO JHrpeficHTa B
CTaHEaPTHOMY PO3UHHI
Loss on drying not more than 5.0 % 4.6 %
Brpara B Maci npn Bacymysanui He 6inele Hix 5.0 % 4.6 %

Cropigka 23 5

COQ-715622-V01



Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Jenndapm Peiime

10 pro Kostonens [lapOonuo,
51100 Peiimc, Opanuis

Certificate of Quality
Ceprudixar Sxocri

LASOLVAN®, tablets 30 mg
JIABOJIBAH®, TabaeTKH no 30 mr

Batch number/Homep cepii: 240356 Number of analysis/Homep ananisy: 441412
Test Specification Test result Unit
Bunpobypants Crieupdikanis PesynbTat Onuuuii
Disintegration time Not more than 15 min
Carry out the test on 6 tablets. Iflor2
samples fail to comply with the Conforms
requirement, test a further 12. At least 16 1-1-1-1-1-1

of the 18 samples should comply with
the requirement
Po3nan He 6inpue 15 XBUAHH,
ABanis IPOBOUITH Ha 6 TabneTrax.
Sxuo 1 abo 2 3paska He BiAMOBILAOTE

. Binnosinae
BHMOI4M, B TIONATBIIOMY 2HLN3 Lolel-1-1-1
TpoBogATe Ha 12 TabreTkax.
Ilpunaitmui, 163 18 3pasKiB NOBMHHI
BiNIOBIIATH BHMOTAM.
Resistance to crushing Not less than 30 N 75 N
(determined on 10 tablets) !
CrifixicTh 10 PO3AABIIOBAHAN He Menue, nix 30 H 75 1
(su3HauaiOTH Ha 10 TabaeTKax)
Active ingredient degradation
(HPLC)
N-A 873 CL <0.2% <0.10 %
N-AB 773 XX =02 % <0.10 %
Any unspecified
degradation product s02% <0.10 %
Total degradation
products <0.6 % <0.10 %
Poanaj AKTHBHOTO iHrpenienTy
(BEPX)
N-A 873 CL <02% <0.10 %
N-AB 773 XX <02% <0.10 %
Koxen oxpeMuii )
pecrenmudiunmii nPOAYKT £02% <0.10 %
Cyma Beix npoayKTris _
posnaay <0.6 % <010 %
Active ingredient content
Ambraxol hydrochloride 28.5 ~ 31.5 mg/tablet 29.3 mg/tablet
(N-A 872 CL) (HPLC)
KiipKicHe BU3HAYCHHSA AKTHBHOIO
mrpemcxsi/ﬁpoxcony riapoxopna 28.5 —31.5 mr/Tabueriy 29.3 wmr/rabretxy

(N-A 872 CL) (BEPX)

Cropiuka 3335 COQ-715622-VO01



Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Henupapym Peiime

10 pro Kononens UlapGonno,
51100 Peiimec, Opanuis

Certificate of Quality
Ceprudixar Axocri

LASOLVAN®), tablets 30 mg
JA3OJIBAH®, tabaerkn no 30 mr

Batch number/Homep cepii: 240356 Number of analysis/Homep ananisy: 441412
Test Specification Test result Unit
BurnpoGysaunns Cneupndrikauis Pesynprar Onunmii
Dissolution * Time: 15 min. Not analyzed
(Paddle method/ Q: 80%
Spectrophotometric determination) Requirement A (n = 6)
N-A 872 CL No individual value should be less than
Q-+ 5%.

Requirement B (n = 12)

The average should be equal to or greater
than Q, and no individual value should
be less than Q - 15%.

Requirement C (n = 24)

The average should be equal to or greater
than Q, not more than 2 individual values
should be less than Q - 15% and no
individual value should be less than

Q-25%.
Po3unnenns * Yac 15 xs. He ananizysanocs
(Jlonatennii meton/ Q:80%
CriextpodoroMerpuune pusnauents)  Bamora A (n=6)
N-A 872 CL HKonne iHAHBINYANLHE 3HAUCHHA He

nosuHHO 6y1H MeHuM Q + 5%,
Bumoru B (n = 12)

Cepeane 3HaYCHHS OBUHHO OyTu
pieanM abo Ginbmmm Hixk Q, xouHe
OKpEME 3HaYCHHs HEe OBHHHO OyTH
MEHINUM HiXk Q - 15%.

Bumora C (n=24)

Cepejtne 3HA%EHES TOBURHO 6y TH
piBnpM abo GinbuiuM wix Q, He Ginbme
HDK 2 OKPEMHX 3HAYEHHS HE MOXKYTh
Oyru MenwuMy Q - 15% Ta xonue
OKpeMe 3HAYSHHN He NOBUHHO GYyTH
meHwe Q - 25%.

Uniformity of dosage units Requirement A (n= 10) Conforms
N-A 872 CL (HPLC) The acceptance value (k = 2.4) must not VA=3.1
be greater than 15.0.
Requirement B (n = 30) (100.4-101.7-99.5-
The acceptance value (k = 2.0) must not 98.2-
be greater than 15.0 and no individual 08.7-100.1-99.8-98.2-
value is lower than 0.75M or greater than 97.7-98)
1.25M.

Cropiaka 43 5 COQ-715622-V01



Delpharm Reims
10 rue Colonel Charbonneaux,
51100 Reims, France

Jlenbhapm Peime

10 pro Konowens HlapbonHo,

51100 Peiime, Ppaniiia
Certificate of Quality
Ceprudirar HAxocri

LASOLVAN®, tablets 30 mg

JIA3ZOJIBAH®, TaGaerkn no 30 mr

Batch number/Homep cepii: 240356

Number of analysis/Homep ananizy: 441412

Test Specification Test result Unit
BunpobypaHns Cneuudikatlis Pesynbrar Opuuui
OHOPIIHICTE J030BAHMX OAMHHIL Bumora A (n=10) Bianoginae
N-A 872 CL (BEPX) Kpurepiit gomycrumocti (k = 2.4) ne Kpurepiit
nosunen Gyty Gl 15.0. poryctiMocTi = 3.1
Bumora B (n = 30)
Kpurepi#i gomyctimMocTi (k = 2.0) ue (100.4-101.7-99.5-
nosuuen 6yTH GimsniaM 15.0 i xonne 98.2-
inupigyanpHe 3HAUCHHSA HE IOBUHHE 98.7-100.1-99.8-98.2-
Gyt Menue 0.75M i Ginpie 1.25M. 97.7-98)
Microbiological quality *
Total aerobic microbial < 10° CFU/ Not analyzed CFU/
count (TAMC) S P LELE vz &
Total combined
yeasts/moulds count < 10> CFU/g Not analyzed CFU/g
(TYMC)
Escherichia coli Absence in 1g Not analyzed
Mikpobionoriysa yueToTa™
i‘:;;ﬁz;i:;::ﬁ?;&pmg; < 10*KYO/r He ananisysanocs KYO/r
3aranbHe YHLI0
APUKIDKOBHX Ta FUTICHABUX < 102 KVO/r He ananizysanocs KYO/r

mikpoopranismis (TYMC)
Escherichia coli

Bincyraicts B 1r

He ananizysainocs

Remarks/TIpumiTkn: #Test is providing for the first 5 product batches then, not less than 2 batches per year,
*KOHTPOMOIOTH Tepiili 5 cepii, nasi — He MeHiIe 2-X cepilt Ha pik.
In the event of any discrepancies or doubt between English and Ukrainian language
versions, the English language version shall prevail. /
YV pasi Gyme-nxux posbixnocTed aGo cyMHiBiR MK BepcisMH AHIIIACEKOI0 Ta
yKpaTHCHKOIO MOBaMH TICPCBAKHY CHILy MAc Bepcis aHMIiACHKO0 MOBOIO.
Result/Pesyssrar: Released and certified /Bunymeno Ta cepridikopano
(Date of RELEASE)/(ara BUITYCKY): 22/04/2024
. ) Mélanie Huynh 7 7
Date of CoQ signature / Jlara mianucy CA: Iy i72

Qualified Person / ¥Yrniosropaxena ocoba:

QAR T

(Name, signature) / (Im’sl, fizmnuc)

Cropinka 53 35
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