JIEPKABHA CJIYKDBA 3 JTIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiIBCBKIA OBJIACTI

nipos. Ceitimunoi Hanii, 3, M.Knis, 02099, Ten/paxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €[IPTIOY 37078774

BUCHOBOK
PO AKiCTH BBE3EHOro B YKpainy niKapcbKOro 3aco0y

18.10.2024 Ne 52255/24/10

JIA30JIBAH® MAKC

(HaifmMenyBaHHs Jikapchkoro 3acoly 3TN0 3 peecTpalifium NOCBIAYCHHM)
KANCYJIH 3 TIPOJOHIOBAHOIO Ii€10 110 75 MT; 110 10 kancya y 6aicrepi; mo 1 6aicrepy B
KapToHHiil kopooui

((hopMa BUITYCKY, JO3yBaHHA, BUJ NAKYBaHH: NiKapCLKoro 3aco6y)
Homep peecTpalliifHoro mocsigueHHs UA/3430/02/01 crpox nii peecTpaniitHoro rocsigens 01.01.2099
Cepis nikapebkoro 3acoby Ne HM1240 Kifbkicth BRE3eHOTO Jikapekkoro 3acofy 51408

BupobHuK Tensdapm Peiimc, Ppanuis
(HaitMeRyBaHHS BUPOOHMKA JIIKAPCHKOTO 3aco6y, kpaitia TIOXOKCHHS)

Beeseno B Ypaiiy TosapucTso 3 06MEXKEHOI0 pigmosinaneuicrio "OIIEJLIA
XEJICKEA YKPATHA", inenr. on: 43726391

(HalimMcHyBaHHs Ta kog 33 CIAPTIOY fopusHurol ocoGr abo npissnule, iM's, o GaThKoBi (hizuuHOT
ocolu - mianpueMus, 1 Micue NPoXUBAHHS Ta peecTpauilinuii Homep 06TiKOBOT KAPTKH TIATHHKA
TtofaTkiB aBo cepis Ta HoMep 1acnopTa)

IpoToKoJ Bi3yaNbHOro KOHTPOJIIO Bilt 10.10.2024 N2 3106/1.

3a  pe3ynbTaTAMH  EPXKABHOTO KOHTPOJIO  BCTAaWOBINIEHO, IO nikapchkwii  3aci6 BBesewo B Ykpainy 3

JOTPUMAHHSIM BUMOT 3aKOHONABCTBA UION0 3a6e3MeuCHHs AKOCTI JIKAPChKHX 3aC00IB.

NP A TN
b WA KO p, A
pETIIIRNG

WAV
\'&,\_ *,,

S
N

LIPS

Bikrop CTE®KIBCLKHH

(inindaan ra npizpuue)

O

%

HTPOMNO)

S

&

Wy v

El
—
4
&
g
=N
2=
&
s H
&
e
Y
&\}l
780
& =}

%n.bz/n:

[ ceee 073 by P /g/






Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France s
Heavdapm Peiime 08
10 pio Konoueas 1lapOotHo,
51100 Peiime, Ppanuis

Certificate of Quality
Ceprudikar Hxocti

Manufactaring Authorisation number/Homep srinensii na supoGunurso: 2023_263_1 2

LASOLVAN® MAX, prolonged release capsules 75 mg
JA3ZOJIBAH® MAKC, xancyJjs 3 BpoJOHIroBANOK Jicto o 75 mr

Importing country/ Kpaina-imnoprep: Ukraine / Ykpaina

Active ingredient/ AkTrrHRH IHrpenieHT: ambroxol hydrochloride 75 mg / ambporcony rigpoxsopugy 75 Mr
Marketing Authorisation Number: UA/3430/02/01

Peecrpauiiine nocsinuenss: UA/3430/02/01

Type, size and completeness of the package: 10 capsules in blister; 1 blister a carton box
Bu, po3Mip Ta KOMIUIEKTHICT ynakosku: mo 10 kancyn y 6aicrepi; ro 1 Gnictepy B kaprouHii kopoSui

Batch number/ Homep cepii: HMI1240

Date of Manufacture [DD.MM.YYYY] / Hara papoSunirrea [JJLMM.PPPP]: 29.04.2024
Date of Expiry [DD.MM.YYYY]/ Tepmin npunarnocri [JJILMM.PPPP]: 31.03.2027

Batch size/ Poamip cepii: 51.441 packs/ynaxkosok

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.

3anna mono ceprudianii:

Lipm 3aTBep/ukyro, WO HapeaeHa iHhopMauis € ZoCcToBipHOW Ta Todnoo. Lo cepito npomykiii 6yno suroTorieHo,
BIUTIOUHO HAKYBAHHA/MapKyBaHHA Ta KOHTPOJh SKOCTI, HA BUINE3a3HadeHill BupoOHuuiH Jinanui (-1x) y nopuid
signosigpoeri pumMoram GMP, BuMoraM 3aTBEPIUKCHHM JOKANRHUM DPErYIATOPHHM OPrapoM, a Takox ¥
BizropigaOCTI 8O crenmdikaliii 1o PeecTpanifHOro OCBIMYEHHS, MO MICTITECA B PEECTPALlifHOMY I0ChE KpaiHH-
imnioprepa. IIpoTokom BHPOGHMITBA, NAKYBAHHS T& AOCIPKCHHA Gyiin Nepersiaiyri Ta BIANOBIAOTL BUMOraM
GMP.

Cropivka 136 C0OQ-307285-V08



Delpharm Reims

10 rue Colonel Charbonneaux, 51100 Reims, France
Heanhapm Pefine

10 pio Kononess Iap6onto, 51100 Pelimc, Gpanuis

Certificate of Quality
Ceprudixkar Axocti

LASOLVAN® MAX, prolonged release capsules 75 mg
JIAZOJIBAH® MAKC, kancyia 3 RPOJOHI0BAHOI0 Alcio 10 75 Mr

Batch number/ Homep cepiis HM1240 Number of analysis/Homep ananisy: 445768
Test Specification Testresult  Unit
Bunpolysans Crienudixattis Pesymprar  Onuumug

Oblong hard gelatine capsules consisting of a red-
opaque cap and an orange-opaque body; the cap is

Appearance printed with «MUC 01» in white.

(Visual test) _ _ ‘ conforms
Capsule contents: round, yellowish-white pellets with
a smooth, shiny surface, mixed with a small quantity
of powder.
Jogracti Teepal )enaTHBOBI Kancyny, 1o
CIITAIAI0THCA 3 YEPBOHOT HENPO30POT KPHIIEUKY i
[IOMAPAHYEBOTO HEMPOIOPOTo KOPIYCY; Ha KPHILEY L
Ounuc BiuM xonsopoM Haneceno «MUCO 1y, L
. siAnosinae
(Bizyassno)
BuicT kancynu: Kpyrii, ROBTYBaTo-0iM010 KOABOPY
NENeTH 3 FAAAKOI0 BIIHCKYUO0I0 IOBEPXHEHO,
nepeMiani 3 HeBETHKOIO KILKICTIO MOPOUIKY
Capsule size (Measurement) 2 conforms
Poamip xancyis (|HCTpYMEHTAIBHO) 2 Bifgnopixae
;?j}g?; zg;im (TLC) Corresponding to standard. conforms
Inenrndixauin (THIX) Binmosinac crasuapty innosijs
N-A 872 CL /1t JlapTy BUTIOBIAE

Corresponding to standard.
The retention time obtained with the test solution conforms
should correspond to that obtained with the standard
Binnopinae cTanmapry.
Yac yTpUMAHHS 0TpEMaHnii Ha XpomaTorpami
HOCTIKYBAHONO PO3UIHY TIORIHCH BilnoginatH pigronijae
yacy YTPUMAHHA HA XpOMATOrpaMi cTanaapTHoro
PO3YHHY
Requirement A (p=10})
Acceptance value <= 15,0 %
Requirement B (n=30)

Identification (HPLC)
N-A 8§72 CL

Inenrudikayia (BEPX)
N-A 872 CL

Uniformity of dosage units

RN Y
%}an%:;f:f; of mass of N-A 872 CI Acceptance value <= 13,0 % 3
S o No individual valze should be less than 0,75 x M or
more than 1,25 x M.
Bumora A (n:=10)
OxHOpIARICTL 030BANNK OARHELL Hpurimansiie 3}13;26"}1};;:7 15,0%
(BpanyBanHsg) Bunora B {p=30) 35 %

MpuitManeHe snanerds <= 15,0 %
Foape okpeme 3HAYCHAS He NOBUANE Oy TH MCHIINM
#ix 0,75 x M ra Ginpmem Hik 1,25 x M,

Quauopipsicrs Macn N-A 872 CL,

Cropinka 236 COQ-307285-V03



Delpharm Reims

10 rue Colonel Charbonneaux, 51100 Reims, France

Henwdapm Peiimc

10 pro Kononesi IlapGouno, 51100 Peiim, (Dpannig

Certificate of Quality
Ceprudixar Sxocri

LASOLVAN® MAX, prolonged release capsules 75 mg
JA3OJBAH® MAKC, kancymu 3 HPOJIOHIOBANOIO Xicto o 75 mr

Batch number/ Homep cepii: HM1240

Number of analysis/Homep aManizy: 445768

Test Specificalion Testresult  Unit
BunpoGysaniis Crierudixauis Pesymprar  Opunnus
Water content
(Bivoltametric Karl Fischer titration) =20% 04 %
Bmicr Bonm
(Bosastamerpuine turpyranus no <= 2.0 % 04 %
meToxy Diurepa)
Active ingredient degradation (HPLC) /
[IpoaysrTn posnany axrusnoro iHrpenienTa (BEPX)
N-A 873 CL <= 1% <0.1 %
N-A 872 Alcohol / N-A 872 cumpr <=(,2 % <0.1 %
N-AB 773 XX <= (.2 % <0.1 %
N-A 1777 CL <=0,2 % <0.1 %
Fiach other unspecified degradation
product / Kowkern iHuwni <= 0,2 % 0.1 %
HEBCTAHOBAEHHI NPORYKT Poznany
Sum of all degx:adation products / 1% 01 %
Cyma nponyxrin posnazy
rtive ing: r
g_‘;;‘ge,]lzuz;fdmm content (HPLC) 71,25~ 78,75 mg per | capsule 75.01 lllis;re]
Kineriche suznavenns giovol
pevosnnn (BEPX) 71,25~ 78,75 mr ua lxancyny 7501 MTHa
N-A 872 CL Ikancyny
Note: Further acceptance criteria for level 1, level 2
and level 3 in accordance with Ph, Eur. / ICH
Guideline:
Requirement A (n-6): No individual value lies
P . . outside the tolerance range.
Active ingredient release . . s .
. : Requirement B (1=12): The mean lies within the
{Dissolution) conforms

(Paddle method/spectrophotometric)

Cropinka33 6

tolerance range and no individual value is more than
10.0% outside the tolerance range
Requirement C (n=24): The mean lies within the
tolerance range and 1ot more than 2 individual
values are more than 10.0% outside the tolerance
range. No individual value is more than 20.0%
outside the tolerance range.

C0OQ-307285-v08



Delpharm Reims

10 rue Colonel Charbonneaux, 51100 Reims, France
Heangapm Peitme

10 pro Konosens [lapSonuo, 51100 Pefive, dpariia

Certificate of Quality
Ceprudirkar fAxocri

i
H

LASOLVAN® MAX, prolonged release capsules 75 mg
JIABOJBAH® MAKC, kancyau 3 npoJOHI0BaHO0 icio no 75 mMr

Batch namber/ Honmep cepil: HVM1240 Number of analysis/Homep ananisy: 445768
Test Specification Test result  Unit
Bunpobypanns Crenudixanis Pesyasrar  Oausnns

Hpwmimica: Jodamrosi kpumepii nputinsimuocing
onst pigna 1, pieus 2 i pisna 3 idnosiono oo
Esponeiticorol Papmarxonei / Pexomendayii ICH:

Bumora A (n=6). opHe ORpeMe 3Ha4eHHA He

Businsuensg aKrnpuoro AOBUHHO 6YTH 1033 HONYCTUMHIMH MEHKAMHA,

iBrpeicuTy Brvora B (n7=12). Cepenne 3nauedns 3HAX0ANTbCH

(Po3unmenns) B IOTYCTHMHX MEKAX, Ta JCOAHE OKPEME 3HAUCHHS L
A T L o . BijtrIoBiNAE

(Jlonatesui meron / He BuxoaaTh Olpme Hik Ha 10,0 % nosa Mexi

cneRTPOQOTOMETPHRHE OO AIANA30Hy.

BH3HAYEHH) Bumora C (n=24), Cepeane 3HAUSHH 3HAXOANTLCA

B JOIYCTHMMX MexaX, Ta He Binbiie 2 OKpeMux
3HAvEHEb BUXOMATE Biabin #ix ra 10,0 % noza mexi
1p0ro alanazony. XojHe OKPEME 3HAYCHHSA He
BHUXORUTS Binbure 1k Ha 20,0 % noza gomycrami
MEXK,
27.00-26.66- %
N-A 872 CL, after 1 hour 18-38 % sl

AV =27 %

27.00-26.66-
26.81-26.45-
27.15-27.59
cepelHe
SHAYCHHS
=27%

N-A 872 CL, yepes | roauuy 18-38%

58.16-57.75- %

58.42-57.72-

58.30-59.39
AV =58%

N-A 872 CL, after 4 hours 45 -65 %

58,16-57.75-
' 3 58.42-57.72-

1. ‘ . £5 8 B
N-A 872 CL, uepes 4 rogunu 45 -65 % 58.30-59.39
cepeiHe
3NAYCHHA
=58%

Cropinka 436 COQ-307285-VO8



Delpharm Reims

10 rue Colonel Charbonneaux, 51100 Reims, France
Hennapm Pelive

10 pro Konoweas IllapGouno, 51100 Pedivc, Opanitis

Certificate of Quality
Ceprudikar dxocri

LASOLVAN® MAX, prolonged release capsules 75 mg
JIA30JIBAH® MAKC, kancyJid 3 NpoJiOHroBaHow xicto no 75 mr

Batch number/ Homep cepii: HM1240 Number of analysis/Homep apanizy: 445768

Test Specification Testresult  Unit
BunpoGysants Coevndirartis Peaymerar  Onunuus
97.48-96.69-
Total release of o 80 € 96.99-96.56- %
N-A 872 CL, after 24 hours ‘ ? 97.19-98.86
AV =97%

97.48-96.69- %

3arannne BHBIILUEHHA e 80 0 96.99-96.56-
N-A 872 CL uepes 24 roaun - ’ 97.19-98.86
cepelue

3HAYCHHA

=97%

Cropinxa 536 COQ-307285-V08§



Delpharm Reims

10 rue Colonel Charbonneaux, 51100 Reims, France
Henpdapm Pelime

10 pro Konouens [Hap6onno, 51100 Peitme, Gparnin

Certificate of Quality
Ceprudikar Hxocri

LASOLVAN® MAX, prolonged release capsules 75 mg
JIABOJIBAH® MAKC, xancysin 3 npoJoHIroBaHoIO Aicio o 75 mr

Batch number/ Homep cepiit HM1240 Number of analysis/Homep anamizy: 445768
Test Specification Testresult  Unil
BunpoGysanus Creundiranis Pesynprar  Omnnnng

Microbiological quality*(Ph.Eur.) / MixpoGionorisua ynerora* (€pp. dapm)

Total aerobic microbial count D , _ BT o
(PAMC) <= 10° CFU/ 1 g <]0 CFU/ 1y
3arajgpna KinbKicTL aepodunx PPN . Py
mixpoapranizmis (TAMC) = 100 KYO/ I r 10 KYO/ 1
Total combined yeasts/moulds 12 e TTIT
count {TYMC) <=10°CFU/ 1 ¢ <10 CFU/1¢g
JarannLua KinsKicTh APHRIKOBHX BT R § )
ra naicunsux rpudis (TYMO) <= 10°KYO/ 11 ‘10 KYO/ 1y
Escherichia coli ] Not detectable absence in 1g

Eseherichia coli He puapieno He BLacyTRICT B 11

* . The testing frequency depends on the production frequency, but a minimum of two batches per year are tested.
* - MACTOTA NPOBCASHHS TECTY 3ANSKWTL BIJI YaCTOTH BHPOOHUUTEA, aJle He Pilliie HIK g ABOX cepiil Ha pik.

Remarks/dIpumiteu: N-A 872 CL - amBpokcony riapoxnopui
It there are any discrepancies or doubts between the English and Ukrainian versions, the
English version shall prevail. /
VY pasi Gyap-saxux posGixHocTel afo cyMHiBiR MK BEPCIIMH aHTTIHACHKOIO TA YKPATHCHKOIO
MOBaMH NEPEBANHY CHITY MA€ BEPCis aHTAIHCHKOK MOBOIO.

Result/Pesyserat: Released and certified /Brnymeno ra ceprudixosano
(Date of RELEASE)/(Jata BUIIYCKY): 10/09/2024

" “ < . b 3 4
Date of CoQ signature / lara nignucy C3I: Mélanie Huynh
Qualified Person / YnosHopakena ocoba: ) ;o
{Name, signature) / (Im’ 51, nignuc) 135

Cropinka 636 COQ-307285-VO8



