JTEPKABHA CJVKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KHUIiBCHKINA OBJIACTI

nipos. CBITAHYHOT Hapii, 3, m.Knis, 02099, ren/pakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €JIPIIOY 37078774

BHUCHOBOK
npo siKicTL BBE3EHOI0 B Yxpainy JiKkapceKoro 3ac00y

08.11.2024 Ne 57005/24/10

JA30JIBAH®

(naltMenyBaHHS JKApCLKOTO 3aco0y 3rigHo 3 peecTpauiinM TIOCBIUCHHAM)
raGaerin no 30 mr; mo 10 TadmeTox y Gaicrepi; mo 2 GJricTepu y KapTOHHIH KopoOui

(dhopma BHITYCKY, JIO3yBaHHA, BI/ aKyBaHHA JIKapChKOro 3aco0y)

Homep peecTpaiiiiHoro moCBiTIeHH UA/3430/03/01 crpox i peecrpauiioro nocsiguenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 240357 KinbKicTh BRE3EHOTO TiKapchioro 3acoby 38400

Bupo6HIK Tlenndapm Peiivc, Tlonpma
(nafiMenyBaHHA BUPOGHMKA JIKAPCHKOTO saco0y, kpaiHa TIOXO/DKCHHS )

Beeseno B YKpaify ToBapUCTBO 3 0OMEKEHOI0 BiIMOBIATBHICTIO "OIEJIA
XEJCKEA YKPAIHA", inent. ko 43726391

(aifMeHYBaHHS Ta KO 32 €JIPTIOY 10pHAHIHOL 0cobu abo Mpi3BHILE, iM'S, IO GarpKoBi (izuunoi
ocobu - nixmpuemis, ii Mictie MPOXHBald T2 peccrpaniiiunit HoMep 06iKOBOT KapTKH IIaTHUKa
roaTkiB abo cepist Ta HOMED nlaciopTa)

TIpOTOKOJ BI3yATBLHOT0 KOUTPOJIIO gin 05.11.2024 Ne 3395/5.

3a  pe3ynbTaTaMu  JIEPHKABHOTO KOHTPOJIO  BCTAHOBJIEHO, IO nikapcpkuit  3aci6  BBescHo B Vipainy 3

JOTPUMAHHSM BUMOr 3aKOHONABCTEA 1010 3a6e3MIeUeHHs AKOCT] JIKAPCHKIX 3ac00iB.
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Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Heavdapm Pelimc

10 pro Konownens LapBonto,
51100 Peiime, Dpannis

| Certificate of Quality
Ceprudixar Hxocri

Manufacturing Authorisation number/Homep Ainensit na pupobunnrso: 2023 2631 2

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

Importing country/Kpaina-isaoprep: Ukraine/Ykpaina
Country of Manufacture/Kpaina-supoGuvix:  France/@pannis
Active ingredient/ Axtnsuuit inrpeieHT: ambroxol hydrochloride 30 mg/tab /

ambpokcony rigpoxnopuny 30 mr/rabaerui

Marketing Authorisation Number: UA/3430/03/01
Peecrpauiiine [Tocsinvenus: UA/3430/03/01

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

By, posmip Ta kommiekTRicTh ynakosku: no 10 Tabnerok y Gnicrepi; no 2 Gnictepn B kaprouuiit kopoOui 3
MapKyBaHHAM YKPaiHCLKOIO MOBOIO.

Batch number/Homep cepils 240357
Date of Manufacture/dara supoGunnrsa: 02/2024
Date of Expiry/Tpuaarauit no: 01/2027

Batch size/Posnip cepii: 73.507  packs / ynakook

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

Cainonrso ceprudivanil:

Llyn 3atsepivkyio, wo wasegea inopmanis ¢ gocrosiproio Ta TouHowW. Lo cepito npouykilil 6y5o BUroTOBNIEHO,
BRJIIOYHO NAKyBaHHA/MAPKYBAHHS T4 KOHTPOJL SKOCTI, HA BHIE3a3HaucHik Bupobruuil gimsnul (-ax) y nosuiii
sianosianocti Bumoram GMP, BUMOraM 3aTBEPIKCHAM JOKAIbHHM PErynsiTOpIKM OPraHOM, a TakoX Y
BinnosigHocTi A0 cretwdikauiit 10 PeecTpauilisoro nocsiuenis, mo MicTsTses b peecTpaniitnomy nocke Kpaiiu-
iMaoptepa. IlpoTokonn supoGHMITEA, MaKyBamis Ta Jocaipkenns Gy nepernsHyTi Ta BiANOBiAAIOTL, BUMOTraM
GMP.

Cropinkalss CO0Q-715622-V01



Dejpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Jlenndapm Peiime

10 pro Kononess LLlapGontio, PELPHARM
51100 Pelimc, Ppannis Reims

Certificate of Quality
Ceprudikar SxocTi

LASOLVANG®, tablets 30 mg
JIAZOJIBAH®, TabieTkH 10 30 mr

Batch number/Homep cepii: 240357 Number of analysis/Homep ananizy; 441461
Test Specification Test result Unit
BurpoGy panss Cneuundikatis Peaynsrar Oumpuii
Description Round, white tablets, both faces are flat,

with bevelied edges. One face is scored C
. A onforms
and impressed with 67C” above and
below the score.
Oune Kpyeni, Gini rabnerxy, niocki 3 060X
cropin, 3 CKOWCHAMI KPAAMIL Ha onuii
cTopoHi TabReTKY ~ paciuKa Ta Bianozinae
MapKypanps *67C" 10 oBuusa Goky
HACTHKH,
Dimensions diameter; 9.0~ 9.2 mm 9.0 mm
thickness: 2.7 - 3.1 mm
2.8 mm

(determined on 10 tablets)
Posmipy piamerp: 9.0 - 9.2 MM 9.0 mMm
vosmuna: 2.7 - 3.1 MM 28 M
(sH3HAUAIOTE HA 10 rabnerkax) o
Identification of
N-A 872 CL(TLC) The Rf value of the active ingredient
obtained with the test solution
corresponds to that obtained with the
standard solution
N-A 872 CL (HPLC) The uncorrected retention time of the
active ingredient in the test solution must
be the same as the uncotrected retention Conforms
time of {he active ingredient in the
standard solution

Conforms

Tnenrndianin
N-A 872 CL (TIX) Juayenns Rf akTHBHOrO iHrpenienTa,
oTpuMane Y JOCHDKYBAHOMY po3YHHI,
pignosizac spaueniio Rf, oTpHMAnOMY 8
CcTABAapTHOMY posusni
N-A 872 CL (BEPX) HekopexToBaHUE YaC YTPUMAHHS
AKTHBHOTO THIPERICHTA Y
HOCHIKYBAHOMY POFUMH] TTOBHHEH
BULIOBIIATH HEKOPEKTOBAHOMY ATy
YTPHMANHS AKTHBHOIO inrpesiedTa B
CTanapTHOMY PO3UHH
Loss on drying not more than 5.0 % 4.1 %
Brpara B maci npw prCywyBanni ye Ginswie uik 5.0 % 41 %

Bignosinae

Bignositae

Cropinga 235 COQ-715622-V01




Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Aeandapm Peiime

10 pro Konownens HlapSonno, DELPHARM
51100 Peiime, Opanis Reims

Certificate of Quality
Ceprudixar fIxocri

LASOLVANG®, tablets 30 mg
JA3ZOJIBAH®, rabaerku no 30 mr

Batch nursber/Homep cepiic 240357 Number of analysis/Homep aunanizy: 441461
Test Specification Test result Unit
BunpoSysans Criermdianiis Pesynvrar Onunnni
Disintegration time Not more than 13 min
Carry out the test on 6 tablets. If 1 or 2
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

Posnag He Ginbue 15 xpuns.
Auais npeBosaTh Ha 6 TabneTka.
Sixuio 1 a6o 2 3paska He BIANOBIZAIOTE

) . Bianosixae
BHMOTraM, B [OABNBHIONY anaii e lelef-1-1
nposoudTs Ha 12 rabierkax.
Ipusaiivai, 16 3 18 spazkis nosnuni
BLATIOBIAATH BUMOTAM,
Resistance to erushing Not less than 30 N 78 N
(determined on 10 tablets)
CriitcicTs 30 pozgasmonatins He mMenme, Hix 30 H 78 1
(Bu3nauaoTh Ha 10 rabnerkax)
Active ingredient degradation
(HPLC)
N-A 873 CL <0.2% <0.10 %
N-AB 773 XX <0.2 % <0.10 %
Any unspecified )
degradation product =020 =010 %
;ﬁfﬁ’;’u ‘:’t"fr Adation <0.6 % <0.10 %
Posnag akTHBHOTO itrpefticnTy
(BEPX)
N-A 873 CL <02 % <0.10 %
N-AB 773 XX <02% <0.10 %
Kowen oxpeMithi .
necneundivanil npoayr s02% <010 %
;:;:igm RECRyETE <0.6% <0.10 %
Active ingredient content
Ambroxol hydrochloride 28.5 ~31.5 mp/tablet 29.2 mg/tablet
(N-A 872 CL) (HPLC)
KimbkicHe Busnavetns anruBroro
inrpenicary
pei A:.:Gp(mco.n_v riapoxstopHa 28.5 ~31.5 mr/rabuetxy 29.2 mr/raGnerky

(N-A 872 CL) (BEPX)

Cropinka 33 5 COQ-715622-V01



Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Jenvdapm Peitme

10 pro Kononesns lapGonto,
51100 Peitme, dpanais

pELPHARM
Reims

f

Certificate of Quality
Ceprudikar I KoCTi

Batch number/Homep cepil 240357

LASOLVAN®), tablets 30 mg

NA3OJBAH®, TadeTkH 00 30 mr

Number of analysis/Homep aHanizy:

441461

Test
BunpoGyBaHHs

Specification
Crieundikanig

Dissotution *

(Paddle method/

Spectrophotometric determination)
N-A 872 CL

Poyunnenus ¥
(Jlonarenult MeTon

CnexrTpohoTOMETPHUHE BUIHAHCHHA)

N-A 872 CL

Uniformity of dosage units
N-A 872 CL (HPLC)

Cropinka 435

Time: 15 min.

Qi 80%

Requirement A (n = 6)

No individual vatue 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%.

Yac 15 xB.

Q: 80 %

Bumora A (n=10)

YKonue {HANBIAYAIBHE 30AUSHHA HE
nopukHo GyTH MenmM Q + 5%.
Bamoru B (n =12)

Cepeane 3HaYCHAA NOBHHHO GyTH
piBHuM a0 Gimping 1K Q, OLHE
oKpene 3HaHeHHs HE BOBHHHO GyTH
senn 1k Q - 15%.

Bumora C (n=24)

CepeaHe 3HAUEHEA OBHHHO GyTH
piuim aGo GuibLIEM nin Q, ne Hinbue
HiK 2 OKPEMUX 3HAUEHHS HE MORYTh
GyTi menmmmn Q - 15% ta KOAHE
OKpeME SHAYECHHSA HE NOBHITHO Byra
menwie Q - 25%.

Requirement A (n = 10)

The acceptance value (k= 2.4) must not
be greater than 15.0.

Requirement B (n = 30)

The acceptance value (k = 2.0) must not
be greater than 15.0 and no individual
value is lower than 0.75M or greater than
1.25M.

Unit
Onunuili

Test result
Pesysprar

Not analyzed

He ananizysanoch

Conforms
VA=3.7

(98.8-100.1 -101-97.5-

97.7-97-98-98-96.2-
98.1)

COQ-715622-VO1




Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Heapgapm Peiime

10 pro Kononens IHapSono,

DELPHARWM

51100 Pefime, Dparitis Reins
Certificate of Quality
Ceprudikar Axocri
LASOLVANG®), tablets 30 mg
JASONBAH®, rabaerxu no 30 mr
Batch number/Homep cepii: 240357 Number of analysis/Homep ananizy: 441461
Test Specification Test result Unit
BunpoGysass Creundicanis Pesynprar Onumnni
Onuopianicrs ozoBannx opstuune  Bumora A (n= 10) Bianosinae
N-A 872 CL (BEPX) Kpurepilt nonycrimocti (k = 2.4) ne Kpurepiit
nosxer Gyru Ginswnm 15.0. NOMYCTHMOCT] * 3.7
Bunmora B (n = 30)
Kpurepiit nouycmumocrti (k = 2.0) He (98.8-100.1 -101-97.5-
nosnten Oytr Ginbimm 15,0 i wonue 97.7-97-98-98-96.2-
THAMBIAYATLHE JHaUEHHA HE NOBHHHE 98.1)
By i menwe 0.75M 1 Ginsiue 1.25M.
Microbiological quality *
Total aerobic microbial -1 - CFU/e
count (TAMC) S0P CFU/g Not analyzed CFU/g
Total combined
yeasts/moulds count < 10* CFU/g Notanalyzed CFU/g
(TYMC)
Escherichia coli Absence in Ig Not analyzed
MixpoBiosoriuna ancTorTa*
3aranbhe 43¢0 2epobunx o i . . o
mixpoopranizyis (TAMC) <107 KYO/ir He asanisysanocs KYO/ir
Jarannue uneno
APERGROBAX Ta naicHaBuX < 102 KYO/r He ananisysanoc, KYO /v

mirpoopraunizmis (TYMC)
Escherichia coli

Bincyruicts 8 Ir

He anastizysanocs

Remarks/IpusiTeu:

*Test is providing for the first $ product batches then, not less than 2 batches per year.
*Kourpomiowrs mepuni 5 cepiil, nai — He Mewmie 2-x cepii Ma pix.

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

Y pasi Oyme-skux  posSikuoctedt aGo cymuisis  Mixk sepeisMn aurgiiichKoo  Ta
YKPATHCHKOIO MOBAMY NEPEBAKHY CHILY MAC BEPCIS AHIIHCLKOIO MOBOID.

Result/Pesynurar:

Date of CoQ signature / Jara niarey CHI:
Qualified Person / Ynosnosakena ocoba:
(Name, signature) / (im’s, nizue)

Released and certified /Bunyueno ta ceprudikosano
(Date of RELEASE)/(ata BUNTYCKY): 23/04/24

Mélanie Huynh

79 AWR 2004

Cropinka 535

COQ-715622-V01



JEPXKABHA CJTVIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIN OBJIACTI

npos. CeiTimunoi Hapii, 3, M.Kuis, 02099, ten/paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
npo AKiCTH BBE3CHOro B YKpaiHy JiKapcbKoro 3acody

20.12.2024 Ne 66494/24/10

JIA3OJIBAH®

(ualtMeHyBalHa JlikapchbKoro 3acofy 3TiAHO 3 peccTpalifiHnM NOCBi A eHISIM)
ta6aerku no 30 mr, no 10 Taéaerok y Gaicrepi; no 2 6aicTepu y KapToHHii Kopo6ui

(hopma BHTIYCKY, JI03yBaHHSI, BIL [IAKyBaHHs JIIKapchKoro 3acoby)
Howmep peccrpauiitnoro nocsiguenns UA/3430/03/01 crpox aif peectpauiitnoro nocsinuesns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 240655 Kinskicts BBesenoro Nikapebkoro 3acoby 15360

Bupobink Henbbapm Peiive, Ppanuis

(mattMeryBaHus BAPOGHHKA JliKapcbKoro 3acoly, Kpaiia [oXoKenIs)

BaeseHo B Yipainy TosapucTso 3 o6MexkeHolo BianorixanbuicTio "OIMEJIIA
XEJICKEA YKPATHA", inenr. koa: 43726391

(naltMenyBaums Ta kox 3a €IPTIOY 1opuanutioi ocobu aGo npissuiue, iM's, 1o 6atbkosi (isnumol
0cobu - MiATpHEMLS, Ti MiCLE NTPOXKHBAHHA Ta peecTpauiiinnii Homep 00IIiK0OBOT KapTKH MIAaTHHKA
nojaTkis abo cepis Ta HOMep TacriopTa)

Tporokos BisyansHoro kontposio ein 16.12.2024 Ne 3987/5.

3a  pesynbTaTaMH  JepkKaBHOTO KOHTPOJSI0 BCTAHOBICHO, MO Jikapchkuil  3aci6  Beescno B Yikpainy 3

JOTPHUMAHHSM BHMOT 3aKOHOJABCTBA 1100 320€3I1CUCHHSI AKOCTI JIIKAPChbKUX 3ac00iB.
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Delpharm Reims
10 rue Colonel Charbonneaux,

51100 Reims, I'rance
Heasdapw Peiime
10 pio Kononens LlapSonno, B
51100 Peiimc, OpaHuia

Certificate of Quality
Ceprudikar Axocri

Manufacturing Authorisation number/Homep ninensii va snpobunurso: 2023 263 1 2

LASOLVANG®, tablets 30 mg
JASOJBAH®, Tataerkn no 30 mr

Importing country/Kpaina-iMnoprep:
Country of Manufacture/Kpaina-supoGnux:
Active ingredient/ AKTHRHHH iHrpeaienr:

Marketing Authorisation Number:
Peectpauiitne [Tociguenns:

Ukraine/Yxpaina

France/@paniis

ambroxol hydrochloride 30 mg/tab /
ambpokcosny rigpoxiopuy 30 mr/rabnerui

UA/3430/03/01
UA/3430/63/01

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

Bua, posMip Ta koMIUieKTHICTh ynakoBki: no 10 raGuerok y 6nictepi; no 2 Gnicrepyu B KapTOHHIH Kepobii 3
MAPKYBAHHAM YKPATHCBKOIO MOBOIO.

Batch number/Homep cepii: 240655
Date of Manufacture/Jlata eupobruursa: 04/2024
Date of Expiry/IIpnaarsuii no: 03/2027

Ratch size/Posmip cepii: 38.540  packs / ynmakosor

Certification statement:

I hereby certify that the stated information is authentic and accurate. This batch of product has been manu factured,
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

Csigonrso cepradikanii:

LM 3aTBEPIOKYIO, WO HaseneHa indopMallia € IOCTOBIPHOIO Ta TouHOK. LIko cepiro rpoaykiii Gys0 BUroTORIIEHO,
BK/HOYHO TIaKYBAHHA/MApPKYBaHHS Ta KOHTPOJIb AKOCTI, HA BHLUE3a3HAYEHIH BUpOGHMYiH Aingnui (-ax) y nosHil
pinmoeianocTi BuMoraM GMP, BUMOraM 3aTBEpPIDKEHUM JIOKAILHHM PEryisdTOPHUM OpraHoM, a TaKom y
BiAnOBIAHOCTI R0 crielikaliii 10 PeecTpallifiHOro NOCBIMYEHH, WO MICTSTLCH B PECCTPALIHHOMY JI0ChE KPaTHH-
imroprepa. [porokony BUPOGHUITEA, NAKYBAHHS T8 JOCITIIUKEHHS Oyl eperITHYTi Ta BIATOBIGIOTL BUMOTAM
GMP.

A"f‘; Yor s f\//(z\cf\
Sp. £ 20T

Cropinka 1 35 COQ-715622-VO1



Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Memudapm Peiime

10 pro Kononens lap6onno, 8B
51100 Peiimc, @panuis

ELPHARM
Heims

Certificate of Quality
Ceprudikar SAxocri

LASOLVAN®), tablets 30 mg
JA30JBAH®, Tabaerku no 30 mr

Batch number/Homep cepii: 240655 Number of analysis/fHomep ananizy: 443630

Test Specification Test result Unit

Bunpobysanus Crewvidirauis Pezynvrat Onunuui

Description Round, white tablets, both faces are flat,
with bevelled edges. One face is scored
and impressed with “67C” above and
below the score.

Onne Kpyrni, 6ini rabnetky, wiocki 3 060X
CTOPiH, 31 CKOLIEHMMM KpanM¥; Ha OaHil
croponi TabNeTKH — HaciuKka Ta Binnorinae
mapxyBaHns “67C” no obuasa 6oxu
HACIUKY,

Dimensions diameter: 9.0 - 9.2 mm 9.1 mm
thickness: 2.7 - 3.1 mm
(determined on 10 tablets)

Po3amipn niametp: 9.0 — 9.2 MM 91 MM
ToBiMHa: 2.7 — 3.1 MM
(BM3HAYAI0Th Ha 10 TabneTkax)

Conforms

2.8 mm

2.8 MM

Identification of

N-A 872 CL (TLC) The Rf value of the active ingredient
obtained with the test solution
corresponds to that obtained with the
standard solution

N-A 872 CL (HPLC) 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

Conforms

Inenrudiranis
N-A 872 CL (TIIX) 3nauenns Rf aKTHBHOIO iMIPeMIEHTa,
OTPHUMAHE ¥ AOCHLUKYBAHOMY PO3HMII,
signosinae sHavennio Rf, orpumanomy B
CTAHIAPTHOMY PO3YHHI
N-A 872 CL (BEPX) Hexopextosanull yac yTpuMadis
AKTVBHOTO IHIpEHi€HTa Y
AOCIDKYBAHOMY PO3UHHI OBHHEH
BiANOBIAATH HEKOPEKTOBAHOMY Hacy
YTPUMAINSA AKTHBHOTO IHrpenienTa B
CTAHAAPTHOMY PO3HHHI
Loss on drying not more than 5.0 % 3.9 %
BrpaTta B maci npu BHCYIHYBAHHI He Sinpe ik 5.0 % 3.9 %

Binnosigac

Binnosinac

Cropinka 23 5 COQ-715622-VO1



Delpharm Reims
10 rue Colonel Charbonneaux,

51100 Reims, France
Jenvdhapm Peiive
10 pro Konosens Wap6onno, g LPHARM
51100 Peiime, Opanuis nerms
Certificate of Quality
Ceprudikar Hxocri
LASOLVANR®, tablets 30 mg
JAZOJIBAH®, tabnerxu no 30 mr
Batch number/Homep cepii: 240655 Number of analysis/Homep ananisy: 443630
Test Specification Test result Unit
Bunpobysatns Cneundikanis Peaynwrar Onpauii
Disintegration time Not more than 15 min
Carry out the test on 6 tablets. If | or 2 Conforms
samples fail to comply with the OnKORS
requirement, test a further 12. At least 16 (1-1-1-1-1-1)
of the 18 samples should comply with '
the requirement
Poznag He Gurste 15 xuamy.
Auanis npoBoJuits Ha 6 rabneTkax. Binnosiae
Sxmo 1 abo 2 3pa3ka He BiATOBI LAOTE SHAnoBifae
BHMOLaM, B NIOJaNLUIOMY aHanis
. . {1111}
NpoBoAATh Ha 12 rabnerkax.
MpuuaiiMui, 16 3 18 3paskis nosuumi
BILTIOBIIATH BUMOTaM,
Resistance to crushing Not less than 30 N 66 N
(determined on 10 tablets)
CrifixicTs o pospapioBauns He menwe, uix 30 H 66 H
(su3HauaoTs Ha 10 TabreTkax) o
Active ingredient degradation
(HPLC)
N-A 873 CL <0.2% <0.10 %
N-AB 773 XX <02% <0.10 %
Any unspecified <090 o
degradation product 02 % <l1¢ %
Teotal degradation < 0.6 % <010 %
products
Poanagx axtusHoro inrpenienry
(BEPX)
N-A 873 CL. <02% <0.10 %
N-AB 773 XX <02% <010 %
Kowen oxpemui <02% <0.10 %
HecnenHPiUHHIT NpoayKT
Cyma Beix nponyxrin <0.6% <0.10 %
posnany
Active ingredient content
Ambroxol hydrochloride 28.5--31.5 mg/tablet 29.9 mg/tablet
(N-A 872 CL) (HPLC)
Kinbricie BH3Hauenun aKTHBHOIO
IHTpERIEnTY 28.5 - 31.5 mr/rabnerky 29.9 murrabnerky

AmbpoKcoay rigpoxaopun
(N-A 872 CL) (BEPX)

Cropinka 3 3 5 COQ-715622-V01



Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Jenngapm Peiime

10 pio Kononens lllap6onno, DELEHADW

51100 Peiime, Opanis Reims
Certificate of Quality
Ceprudikar Sxocri
LASOLVAN®), tablets 30 mg
JA30JIBAH®, Tabnerku o 30 mr
Batch number/Homep cepii: 240655 Number of analysis/Homep ananizy: 443630
Test Specification Test result Unit
Bunpobysansis Creundikauis Pesynvrar OnuHuLi
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%.
Pozunnenun * Yac 15 xB. He ananizyrajochk
{Jlonaresuii MmeTon/ Q:80%
CriexrpodoTOMETpHUHE BusHauenns) — Bumora A (n = 6)
N-A 872 CL Kojane injMBiLyanbHe 3HAYLHIN He

nosuHHo By Ty Menmnm Q + 3%.
Bunorn B(n = 12)
Cepenpe 3HaYeHHs OBUHHO Gy TH
pisruM a60 Gimpinnm Hik Q, wouHe
OXpeMe 3HAYeHHs He MOBHHAC OYTH
meHmuM HiK Q - 15%.
Bumora C (n=24)
Cepe/iHe 3HAYEHHS TOBRHHO OyTH
piBamM abo Gineinum Hix Q, He Ginbiue
HIK 2 OKpEMUX 3HAUEHHS HE MOXKYTh
Gyti Menuamu Q - 15% Ta xoaue
OKpEMe FHAUCHHSA HE NOBHHHO OyTH
menie Q - 25%.
Uniformity of dosage units Requirement A (n = 10) Conforms
N-A 872 CL (HPLC) The acceptance value (k = 2.4) must not AV=3.6
be greater than 15.0.
Requirement B (1 = 30)
The acceptance value (k= 2.0) must not  (102,1-99,7-102,0
be greater than 15.0 and no individual 99,7-99,4-101,2-
value is lower than 0.75M or greater than  99.9-99.4-97,8-97,9)
1.25M.
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Delpharm Reims
10 rue Colonel Charbonneaux,

51100 Reims, France
Hemndapm Peiime
10 pro Kononens Llap6onno,

DELPHARM

51100 Peitme, Opanis HEIRS
Certificate of Quality
Ceprudikar Axocri
LASOLVANG®, tablets 30 mg
JAZ0QJIBAH®, Tabaerkn no 30 mr
Batch number/Homep cepii: 240653 Number of analysis/Homep ananizy: 443630
Test Specification Test result Unit
Bunpobyranns Cneundikauis Pesynurar Onupmit
OaHopiaHicTh N030BANAX OAMAHNL  Bumora A (n= 10) Binnosinae
N-A 872 CL (BEPX) Kpurepiii gonycrumocti (k = 2.4) ne Kpurepii

Microbiological quality *
Taotal aerobic micrabial
count (TAMC)
Total combined
yeasts/moulds count
{TYMC)
Escherichia coli
Mikpobiojoriuna ancrora®
3arajnHe U0 aepobHuX
mirpoopranizmis (TAMC)
JaranbHe YHCAO
APIRIVKOBHN TA IICHABHX
mikpoopranizmis (TYMC)
Escherichia coli

nosused §yty Gusnmm 15.0.
Bumora B (n = 30)

Kpurepii ponycraMocti (k = 2.0) ve
nosnaed OyTi Gismmm 15.0 1 xopue
iHAHBIyaNnsHE SHAEHHA HE [I0BYHHE
Gy merue 0.75M i Gimpiue 1.25M.

<10 CFU/g
£10% CFU/g
Absence in 1g
<102 KYO/Ir

Bigcyrricts B 11

(102,1-99,7-102,0
99,7-99.4-101,2-
99,9-99 4-97,8-97,9)

Not analyzed CFU/g

Not analyzed CFU/g

Not analyzed

He ananizypasocs KYO/r

He ananisysanocs KYO /r

He ananizysaiocs

Remarks/TIpuMiTRH:

*Test is providing for the first 5 product batches then, not less than 2 batches per year.
*KonTpomoTs neplui S cepiif, nani - ne Meniue 2-x cepiif Ha piK.

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

YV pasi Gyab-skux posbbiuocted abo cymHiBiB MDK BepCisMH  anTHifichKOrO T2
YKPATHCHKOK MOBAMHU NEPEBASKHY CHITY M€ BEPCis aHNIIHCHKOIO MOBOIO,

Result/Pesynerar:

Date of Co(QQ signature / Jara ninnucy CA:
Qualified Person / YnoHoBa)xeHa ocoba:
(Name, signature) / (IM’s, nizmc)

Released and certified /Bunymeno ta ceprudikosaso
(Date of RELEASE)/(ara BUITYCKY): .0 % Py

Cropinka 535
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HEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBKIN OBJACTI

npoB. Ceitniunol Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JPTIOY 37078774

BUCHOBOK
Npo AKICTbL BBE3€HOI'0 B YKpaiHy JikapchKoro 3acody

09.05.2025 Ne 21568/25/10

JA3OJIBAH®

(naitMenyBaHHS JIIKapCLKOro 3ac00y 3riIHO 3 PCECTPALITHIM TTOCBITYCHHAM)
TadsieTku 110 30 mr; mo 10 Taduierok y 6urictepi; mo 2 a6o no 5 Gurictepis y kapronuiii kopooui

((hopma BunycKy, 103yBanHst, BUJL TAKYBANHs JliKapchKoro 3acofy)
Homep peecrpauiiinoro nocsinucans UA/3430/03/01 crpok xii peecrpauiittoro nocsiguenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 250347 KinnkicTh BBE3eHOrO Nikapchkoro 3acoby 39440

Bupo6uuk Jenbhapm Peiime, Opanuis

! (naiiMenyBanHs BHPOOHHKa JlikapchKkoro 3aco0y, Kpaina moxXomKcHis)

Bseseno B Yipainy Toapucrso 3 obmeskeHolo BianmopinanbhicTio "OMEJJIA
XEJICKEA YKPAIHA", inenr. won: 43726391

(natiMenysanna ta kot 3a €IIPTIOV ropumiaroi ocobu abo 1pisutie, iM's, 10 6aThKoBI (iznuHOT
ocobu - mianpuemus, if MicLe npoxkUBanHs Ta peecTpauiiiinii Homep 061iKoBOI KapTKH MIATHHKA
ronatkiB abo cepis Ta HOMEp macropra)

Iporokoun Bisyannnoro xourposo sin 09.05.2025 Ne 1396/3.

3a pe3ylibTaTaMi  JIIEPXKABHOTO  KOHTPOJIKO  BCTAHOBJICHO, 1110 JIiKzl]')CbKI’Iﬁ 3aci6  BBE3CHO B yKP'd.I‘Hy 3

AOTPHMAHHSAM B1MOT 3aKOHOIABCTBA 11100 3a0e3MeHeHH s IKOCTI IKapChKUX 3acobiB.

Oy CPHONMBEME G




Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Jenndapm Pefime

10 pro Kononesis 1ap6orno,
51100 Peiime, Opaviuis

Certificate of Quality
Ceprudikat HrocTi

Manufacturing Authorisation number/Homep aineusii na pupobnnurso: 2023 263 1.2

LASOLVAN®, tablets 30 mg
JAZOJNBAH®, tabnerku wo 30 mr

Importing country/Kpaisa-isnopiep: Ukraine/Yxrpaina
Country of Manufacture/Kpaina-supoGumi:  France/@panuis
Active ingredient/ AkTuBumil inrpeient: ambroxol hydrochloride 30 mg/tab /

amGpoxcony rigpoxnopuay 30 mr/rabaerui

Marketing Authorisation Number: UA/3430/03/01
Pecctpaniitne Hocsiauenns: UA/3430/03/01

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

Bun, posmip Ta kommtekrHicts ynaxosku: no 10 rabaerox y GnicTepi; no 2 Gnicrepu B KapToHHIH KOpobui 3
MApKYBAHHIM YKPATHCLKOK MOBOO.

Batch number/Homep cepil: 250347
Date of Manufacture/[lara supoGuuirrna: 02,2023
Date of Expiry/Tipunatanii mo: 01.2028

Batch size/Posmip cepii: '39.440 |packs / ynakoBox

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

Cpigourso cepradixanii:

LIMat 3aTBEpILKYIO, U0 HaBejeHa indopmariis € J0CTOBIPHOIO Ta Tounoo. Lo cepio rpomykuii Oyjio BUrOTORNICHO,
BIJTIOUHO TIAKYBAHHA/MAPKYBAHHS Ta KOHTPONL AKOCTI, HA pHINe3asHaves i BupoGHuUil ginsHu (-ax) y NOBHIH
pianopianocti sumoram GMP, BuMoraM 3aTBEPIUKEHHM JMOKAIBHHM PEIyATOPHMM  OPraHoM, a Takowx y
BiANOBIHOCTI 10 crietudikaitiii 210 PeecTpauifHoOro MOCBINHENH S, THO MICTATECS B peccTpauniiiHoMy 10Che KpaiH-
imnoprepa. [lporoxonn supobunirsa, naKyBanus Ta A0CHizoKeHHs Gynu Iepersiiy Tl Ta BIANOBIAAIOTE BHMOraM
GMP.

Cropivka 1 35 COQ-715622-V01
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Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Aeavhapy Peiime

10 pio Kononesn HlapSonno,
51100 Peiime, dpannis

Certificate of Quality
Ceprudirkar Hxocri

LASOLVAN®, tablets 30 mg
JAZO0JIBAH®, Tabaeriy no 30 Mr

Batch number/Homep cepii: 250347 | Number of analysis/Homep ananisy: 452417

Test Specification Test result Unit
BunipoGysauns Crewndrikais Pesynprar Omurnui

Description Round, white tablets, both faces are tlat,
with bevelled edges. One face is scored
and impressed with “67C” above and
below the score,

Onue Kpyroi, 6111 rabuetin, mrocki 3 06ox
CTOPIH, 3] CKOWICHAMN KpasMu; Ha ozt
CTOPOHI Tabnericn  Hacigka 14 Binnosinae
Mapkysanus “67C” no oBunsa Goxn
Haciy K.

Dimensions diameter: 9.0 ~ 9.2 mm 9.1 mm
thickness: 2.7 - 3,1 mm 238
(determined on 10 tablets) h

Posmipn niamerp: 9.0 - 9.2 mm 9.1 mm
ToBUMHA: 2.7 - 3.1 MM 2.8
(BH3HAYAIOTH Ha 10 rabnerkax) “

Conforms

mim

MM

Identification of

N-A 872 CL (TLC) The Rf value of the active ingredient
obtained with the test solution
corresponds to that obtained with the
standard solution

N-A 872 C1, {HPLC) 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

Conforms

laerrngixauin
N-A 872 CL (TUIX) 3nadenns R akrupnoro imrpenicrra,
OTPUMAHE Y HOCHIJUKY BRHOMY PO3uHH,
Binnosizac suavenio RE, OTPUMAHOMY B
CTAHIAPTHOMY PO3YHH]
N-A 872 CL (BEPX) Hexopextoranuii vac VTPHMAaHHs
AKTHBHOTO IHrpenicHTa y
HOCHHKY BAHOMY PO3MRHI IOBHHEN
BignosizaTy HEKOPEKTORRHOMY Yacy
YTPHMAHHA aKTHBHOTO THrpeaiesTa 1
CTAHIAPTHOMY PO34HHI
Loss on drying not more than 5.0 % 4.6 %
Brpara B Maci NIpH BUHCYIIYBAHHI He Dinbie uik 5.0 % 4.6 %

Binnosinac

Bianosinae

Cropirka 23§ COQ-715622-V01



Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Heimnhapm Peiime

10 pro Konouess HlapGouo,
51100 Peiimce, Opanuis

Certificate of Quality 5
Ceprudikar Hxocri

LLASOLVAN®, tablets 30 mg
JA3OJIBAH®, tabaerky no 30 mr

Batch number/Homep cepii: 250347 | Number of analysis/Homep ananizy: 452417
Test Specification Test result Unit
BuripoGysanus Crienmdiranis Pesyserar Opuamud
Disintegration time Not more than 15 min

Carry out tlhc test on 6 ta}.‘xletsA Iftor2 Conlsmma
samples {ail to comply with the
requirement, test a further 12, At least 16 (1-1-1-1-1-1)
of the 18 samples should comply with : ' ’
the requirement
Poznapn He Ginbiie 15 xpusmn.
AHANI3 APOBONATS Ha 6 TabieTxrax.
Axigo 1 abo 2 spaska ue BianoBizaoTs Binnorinae
BHMODAM, B TIOAATHIIOMY amanis
HpOBOMATEL Ha 12 Tabnerkax. (1-1-1-1-1-1)
Hpunaitvul, 16 3 18 spaskis nosmuyi
BIAMOBIAATH BUMOTAM.
Resistance to crushing Not less than 30 N
; 93 N
(determined on 10 tablets)
Cridixicrs 10 posgasinonagns He Menwe, nixk 30 H 93 1
(BrsHaualoTs wa 10 TabAeTKax)
Active ingredient degradation
(MP1.C)Y
N-A 873 CL <0.2% <0.10 %
N-AB 773 XX <0.2% <0.10 %
Any unsp.emﬁed <00 % <0.10 %
degradation product '
Tot;}l dégradation <0.6% <0.10 %
products ‘
Pozuay axrupnoro iHrpemicuTy
(BEPX)
M-A 873 CL 0.2 % <0.10 %
N-AB 773 XX <02 % <0.10 %
Koncen ()l«;f)emljf <02 % <0.10 %
Heemenupiunmit npoayrr
C,yr»fa BCiX MPOYICTiB <0.6 % <010 %
posiaay
Active ingredient content
Ambroxol hydrechloride 28.5 - 31.5 mg/tablet 29.6 mgitablet
(N-A 872 CL) (HPLC)

KinbricHe BUIHANCHIR 3 THBIOEO

IHIPRAICHTY 28.5 - 31.5 MriraGaerxy 296 wmrirabnerky

Ambporeony rigpoxnop
{N-A 872 CL) (BEPX)

Cropinka 335 COQ-715622-V01



Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Hemvdapm Peitme

10 pro Kononens HlapGownno,
51100 Pedivc, Opaniia

Certificate of Quality
Ceprudixar Sikocri |

LASOLVAN®, tablets 30 mg

JA3OJIBAH®, vabiericn no 30 mr

Batch number/Homep cepii: | 250347

Number of analysis/Homep avanizy: 452417

Test
BunpoGysans

Unit
Oannnui

Test result
Pezynwrar

Specification
Cneundikauis

Dissolution *

(Paddle method/

Spectrophotometric determination)
N-A 872 CL

Posuurenusn *

(Jlonarernsi meroq/

Crexrpodoromerprne BH3HAYCHHS)
N-A 872 CL

Uniformity of dosage units
N-A 872 CL (HPLC)

Cropiuka 43 5

Time: 15 min.

Q: 80%

Requirement A (n = 06)

No individual value should be fess 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%,

Yac 15 xp.

Q:80%

Bunora A (u = 6)

Konue hupmpinyansie 3HAYECHHS He
DOBUHHO Oy Mestimum Q - 5%,
Bumorn B (n = 12)

Cepeane snadenns nopmiHo Gyru
piBnyn abo GisbiinM uix Q. xoxne
OKPEMC SHAUCHHS He NOBUHHO GyTH
MEHLIMM Hiwk ) - [5%.

Brvora C (n=24)

Cepetne 3HAYCHHS NOBUHIO Byrn
piBRIM 260 GisbM aix Q, He Ginnmre
HDK 2 OKPEMIX 3HAMEHHS He MOXYTH
Oyru Menmu Q - 15% 1a woe
ORPEMC SHAMCHHSA He NoBmmo Gyru
menme Q - 25%.

Not analyzed

He ananizysanocs

Conforms
The acceptance value (k = 2.4) must not = 3.8
be greater than 15.0.

100.0-100.6-101.4-

97.9-99.6-97.4-98 6-
100.5-100.8-96.9

The acceptance value (k= 2.0) must not
be greater than 15.0 and no individual
value is lower than 0.75M or greater than
1.25M.

COQ-715622-V01



Delpharm Reims

10 rue Colone! Charbonneaux,
51100 Reims, France
Heandapm Peitne

10 pro Kosonens UlapGouno,
51100 Peiive, ®pannis

T e ™ Y ’”]
Certificate of Quality ;
Ceprudixar fAxocri |
LASOLVAN®, tablets 30 mg
JA3OJIBAH®, Tabaerin no 30 mr
Batch number/Homep eepii: 250347 Number of analysis/Homep ananisy: 452417
Test Specification Test result Unit
BunpoGyeanns Crenudirauis Pesynprar Oaunui
Onnopinnicrs, gosoBanyx ogpumun i . Bixnosigae
N-A 872 CL (BEPX) Bumora A (n = 10) Kpurepiit

Kpweepiti zonyermocti (k = 2.4) ye
nosuHeH GyTH Gimsti 15.0.
}é;:?::)ez;lxx? fignytigimwTi (k=2.0)ue 100.0-100.6-101.4-
- Kl P 97.9-99.6-97,4-98.6-
NoBHHEH OyTi Gurstonm 15.0 1 wonpe 100.5-100.8-96.9
THAMBULYAOLHE 3HAYCHMS He NOBHHHe T
Oyru menwe 0.75M 1 Ginbie 1.25M.

HOTYCTUMOocCTi = 3.8

Microbiological quality =

:1:’1:;21 z(x;rﬂ;\zﬁ;z;numiual < 10° CFU/ Not analyzed CFU/g

Total combined

yeasts/moulds count <P CFU/g Not analyzed CFU/y

(TYMC)

Escherichia coli Absence in 1g Mot analyzed
MirpoeSionoriuna swerora*

.?n"'ﬂﬂbﬂ(} MHUEJ1I0 aepoﬁluu < ]03 KVO/T He af!aﬂi‘})’BaﬂOCb Kv()/[

Mikpooprauizmin (TAMC)
araapne qucHo

ADIRIKOBHX T nuticHasux < 107 KYO/r He amanizysanocr, KVO /1

Mirpoopranismis (TYMC)

Escherichia coli Bincyruicrs g I He awanizynanocs
Remarks/Mpumitin: *Test is providing for the first 5 product batches then, not less than 2 batches per yvear.

*Kowrpomowrs nepii 5 Cepii. Jlani — ne mewne 2-x cepiii wa pix.

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

Y pasi Gynu-sikux  posbiraocred abo CYMHIBIB MK BepciaMm  anrmiichbkoro T1a
YKPATHCHKOK MOBAMM NEPEBAKILY CHITY Mac BEPCIA AHMIHCLKOK MOBOIO.

Result/Pesyabrar; Released and certified /Bumywmieno 1a cepradixonano
(Date of RELEASE)/(Jara BHITYCKY): 21.03.2025

Date of CoQ) signature / Jfara nigrmcy CSl:
Qualified Person / Viosnosakena ocoBa-
(Name, signature) / (Im’1, IIAMC)

Cropinka 53 5 COQ-715622-v01
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