JIEP)KABHA CJIYKDBA 3 JIKAPCHKNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU YV KHIBCBKIA OBJACTI

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

BUCHOBOK
TIPO SAKICTH BBE3EHOro B YKpainy nikapcbKOro 3acoly

18.10.2024 Ne 52255/24/10

JA30JIBAH® MAKC

(HaifMeHyRaHHs JlikapchKoTo 3acoby 3TN0 3 peecTpalifiiM NOCBIAMCHHAM)
KATCYJ/IH 3 POJIOHIOBAHOIO Ai€10 M0 75 MT; 10 10 xancyn y 6aicrepi; mo 1 6aicrepy B
KapToHHil Kopooui

((hopMa BHITYCKY, I03yBaHHA, BUI NIaKyBaHHS JIikapchkoro 3acoby)
Homep peecTpauifiHOro nocBigdeHHs UA/3430/02/01 crpox aii peecTpaniitiioro rocsiguents 01.01.2099
Cepia nikapewkoro 3acoby Ne HM1240 Kinbkicth BBe3eHOTO Jikapckkoro 3acoby 51408

BupobHux Tensdapm Peiimc, Opanist
(HaitMenyBaHHS BUPOGHUKA JIKAPCHKOTO 3acoBy, kpaitia TOXO/DKCHHS)

Beeseno B Ykpainy TosapucTBo 3 00MEKEHOIO ginnosinanpuicTio "OIEJLIA
XEJCKEA YKPATHA", inent. kox: 43726391

(HaitMeHyBaRHs Ta ko 3a €JIPTIOY JOpHAKHHOT 0061 ab0 Mpi3BHILCE, iM's, o 6aThKOBI isuHOT
0cobu - mipnpuemnd, ii Micue npoXUBaHHS Ta peectpalliifiuit HoMep 0611iKOBOT KapTKH TIATHIKA
TofaTkiB abo cepis Ta HoMep MacopTa)

IIpoToKo Bi3yalbHOro KOHTPOIIO Bl 10.10.2024 N2 3106/1.

3a  pesyneTaTaMd  JepXaBHOTO KOHTPONIO  BCTAHOBIECHO, IHO nikapcekuil  3aci6 Beeseno B Ykpainy 3

JOTPUMAHHSAM BUMOr 3aKOHOJIABCTBA WOKO 3a6e3MIeUCHHS AKOCT] JiKapChKUX 3aC06iB.
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Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Jemvdapm Peitve 0E
10 pio Konouenp HlapborHo, Reims
51100 Peiime, Ppanmin

Certificate of Quality
Ceprudikar Hxocri

Manufactaring Authorisation number/Homep sinensii ua supoGuuurpo: 2023_263_1_2

LASOLVAN® MAX, prolonged release capsules 75 mg
JA3ZOJIBAH® MAKC, xancyau 3 0poJOHroBaNoI0 aicko no 75 mr

Importing country/ Kpaina-imnoprep: Ukraine / Ykpaina

Active ingredient/ AkTresmi iHrpeniesT: ambroxol hydrochloride 75 mg / amGpokcony rigpoxnopuny 75 Mr
Marketing Authorisation Number: UA/3430/02/01

Peecrpattiiine nocsiueHus: UA/3430/02/01

Type, size and completeness of the package: 10 capsules in blister; 1 blister a carton box
Bu, po3mMip Ta KOMIUIGKTHICTS yriakosku: o 10 xancyn y 6aicrepi; rmo 1 6nictepy B kaprousii kopoOui

Batch number/ Homep cepii: HM1240

Date of Manufacture [DD.MM.YYYY] / Hara supoSunursa [JJ.MM.PPPP]: 29.04.2024
Date of Expiry [DD.MM.YYYY]/ Tepmin npunaraocri [JJULMM.PPPP]: 31.03.2027

Batch size/ Posmip cepil: 51.441 packs/ynaxosox

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 woxo cepTudixanii:

Lipv 3aTBep/ukyto, 1o HapeeHa iHdopMalis € JOCTORIPHO Ta Tounoio. 1o cepito npomykuil Syso BUIOTORIEHO,
BIUTIOYHO 11aKYBAHHA/MapKYBaHH Ta KOHTPONh SIKOCT, Ha BUINE3a3zHavuenil BupoOHMuiH AaHLl (-1X) y nosHik
signosigoeTi Bumoram GMP, BuMOTaM  3aTBEPIOKCHHM JOKANBHUM DETYJATOPHHM ODPraHoM, a Takox y
BizrosiACCTI 10 cnetmdikaniii 1o PeecTpanifiHOro noceiueH s, 10 MICTATECA B pecCTpallifHOMY 10Che KpaiuM-
imnoprepa. TIporokonu BUpOGHKITEA, IIAKyBaHHs Ta HOCHIPKeHH Gyl NepersanyTi Ta BIANOBIAAIOTL BUMOraM
GMP.

Cropipka 136 COQ-307285-VO08



Delpharm Reims

10 rue Colonel Charbonneaux, 51100 Reims, France

Heawpapm Peiinc

10 pio Konowess WapGorno, 51100 Pelimc, ®pannis

Certificate of Quality
Ceprudikar Axocti

LASOLVAN® MAX, prolonged release capsules 75 mg
JIA3ZOQJIBAH® MAKC, kancysu 3 DpoJORroBaHoio aicio no 75 mr

Batch number/ Homep cepii: HM1240

Number of analysis/Homep ananisy: 445768

Test Specification Test result  Unit
Bunpolbypants Crienudpixantist Pesynerar  Onnuung
Oblong hard gelatine capsules consisting of a red-
opaque cap and an orange-opaque body; the cap is
printed with «MUC 01» in white,
Appearance
(Visual test) ) ) o conforms
Capsule contents: round, yellowish-white pellets with
a smooth, shiny surface, mixed with a small quantity
of powder.
JloBracTi TBEpl MENATHHOB] KancCylid, 110
CKARSIAOTHCS 3 UEPBOHOT HENPO30POT KPHIIEYKHM i
[IOMAPAHYEBOTO HEMPO3OPOTrO KOPIYCY; KA KPHLUEY L
Ououc BinuM KonLopoM Haneceno «MUCO Dy, L
. BiANOBINAE
(Bizyansno)
BuicT kancynu: Kpyri, ROBTYBaTo-6iMoro xKoapopy
TENETH 3 INaAK0I0 GIHCKYHOIO IOBEPXHEO,
nepemifani 3 HeBEMUKOIO KIILKICTIO MOPOUIKY
Capsule size (Measurement) 2 conforms
Poamip xancyis (INCIPYMEHTANBHO) 2 Binnopinae
g?g?; zg;im (TLC) Corresponding to standard. conforms
gl_i\";;';g"é\? A EIELS) Binnosinae cranjiapty BIANOBifAC
Identification (HPLC) Corresponding to standard, .
N-A 872 CL The retention time obtained \.V“h the test solution conforms
should correspond to that obtained with the standard
Binnosinae cranapry.
InenTndixauis (BEPX) Hac.yrpumal-n‘m O’Fpﬁhiaﬂ.llﬁ Ha xpor».aaTor;‘)aMi ‘ .
NoA 872 CL ROCTIKYBAHOTO PO3UIIHY NOBHNCH BIANOBIAATH BIATTOBILAE
Yacy YTPUMBHHS Ha XPOMATOTPaMi CTaHaapTHOro
PO3YHAHY
Requirement A (1:=10)
Uniformity of dosage units Acc;{ep SlfIEs "ah“? f;=~1 2/0%

P equirement 1B (n=30) )
{(Weighing) Acs el <= 150 % 33 %
Uniformity of mass of N-A 872 CL e o ANCCEDIEICE MANERSE 33,0 o

No individual value should be Jess than 0,75 x M or
more than 1,25 x M.
Bumora A (n==10)
OaHOPIAHICTL A030BIHMX OAHHIIDL Tpmitvansds SHENERTE ==ik3,0. %4
. Bumora B (n=30)
(BsaxyBanns) 35 %

Quauopinaicrs Maca N-A 872 CL,

Cropiaka 236

MpuiiManeye saauerHs <= 15,0 %
JKoape okpeMe 3HAYCHAS HEe NOBAANE OyTH MEHIINM
uixk 0,75 x M ra Ginpmpm tix 1,25 x M,

COQ-307285-VO8



Delpharm Reims

10 rue Colonel Charbonneaux, 51100 Reims, France

Heandapm Peiimc

10 pro Kosonesns WapGonro, $1100 Peiime, (Dpannis

Certificate of Quality
Ceprudixar Hrocri

LASOLVAN® MAX, prolonged release capsules 75 mg
JA3OJBAH® MAKC, kancynu 3 HPOJIOHTOBANOIO iCI0 No 75 Mr

Batch number/ Homep cepii: HM1240

Number of analysis/Homep amanizy: 445768

Test Specification Testresult  Unit
BunpoGysanis Creuundikauis Pesynerar  Opunumus
Water content
(Bivoltametric Karl Fischer titration) =20% 04 %
Bmicr Bonu
(BoswTamerpuune rurpysanus no <= 2.0 % 04 %
MeTomy Piuepa)
Active ingredient degradation (HPLC) /
[poaysrn poanany axrusnoro inrpeaienra (BEPX)
N-A 873 CL <= 1% <0.1 %
N-A 872 Alcohol / N-A 872 crmpr <=0,2 % <0.1 %
N-AB 773 XX <= 0,2 % <0.1 %
N-A 1777 CL <=0,2 % <0.1 %
Fach other unspecified degradation
product / Koxen iHwmii <= 0,2 % 0.1 %
HCBCTAHOBJICHHH IIPOAYKT poanany
Sum of all degx:adation products / 1% 01 %
Cyma npoaykrin posnazy
rtive ing: q
gf:;‘se,;zua;fdmm content (HPLC) 71,25~ 78,75 mg per | capsule 75.01 :ﬁgﬁ;l
Kinnricne suznavuenns giovol
pedosnnn (BEPX) 71,25 78,75 mr na Ixancyny 75.01 MfHa
N-A 872 CL Ikarcynry
Note: Further acceptance criteria for level 1, level 2
and level 3 in accordance with FPh, Eur. / ICH
Guideline:
Requirement A (n:-6): No individual value lies
Active ingredient release : outside the folerance range. .
. : o Requirement B (n:=212): The mean lies within the
(Dissolution) conforms

(Paddle method/spectrophotometric)

Cropinka 3 3 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 not 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

Henndapm Pejime

10 pro Kononeas [lapSonuo, 51100 Pefime, (I)pal-iuix

Certificate of Quality
Ceprudikar HAxocTi

i
i

LASOLVAN® MAX, prolonged release capsules 75 mg
JIABOJIBAH® MAKC, kancyad 3 HPOJOHI0BAHO0 Ai€to 1o 75 Mr

Batch nember/ Homep cepils HM1240 Number of analysis/Homep ananisy: 445768
Test Specification Test result  Unit
Bunpobypanns Crrenudixanis Pesyasrar  Oauuung

BupinsHenus aKrapuoro
inrpeaicnTy
(Po3ustnenns)
{JToraresuit meton /
cneKTPOPOTOMETPHUHE
BH3HAUEHHS)

N-A 872 Cl., after 1 hour

N-A 872 CL, yepes | roguny

N-A 872 CL, after 4 hours

N-A 872 CL, uepes 4 roaunu

Cropinka 436

Hpusimxa: Jodamxoei kpumepii npuiinsmuocini
onst pigna 1, pisun 2 i pisus 3 ¢idnosiono oo
Esponeticorol Papmaronei / Pexomendayis ICH:

Brmora A (n=6). XoaHe OKpeMe 3HAYCHHA He
HOBYHHO BYTH M033a JOIYCTUMHMHE MEHAMMU.
Buvora B (n=12). Cepenne 3HauesHs 3HAXOANTHCS
B JIOHYCTHMUX MEXKAX, T JKOJHE OKpEME 3HAUCHHY
e BUX0UTh Oinpme Hix Ha 10,0 % nosa Mexi
1HOFO JUANA30HY.

pifnosinae

B JOIYCTHMMX MEXaX, Ta He BLiblne 2 OKpeMuX
3HAYeHb BUXOMATH Oiabir Hix ra 10,0 % noza Mexi
100 njanazony. MoaHe OKpeMe 3HAYCHHA He
pyxomuTs 6inbie nix Ha 20,0 % nosa gonycrami
MEX,
27.00-26.66- %
26.81-26.45-
27.15-27.59
AV =27 %

18-38%

27.00-26.66-

26.81-26.45- °
27.15-27.59
cepeHe
3HAYCHHN
=27%

18-38%

58.16-57.75- %

58.42-57.72-

58.30-59.39
AV =58%

45 -65 %

58.16-57.75~
58.42-57.72-
58.30-59.39
cepeiHe
3HAYCHHA
=58%

Y%
45 -65 %

COQ-307285-VO8



Delpharm Reims

10 rue Colonel Charbonneaux, 51100 Reims, France
Henvpapm Pelinc

10 pro Kononens [HapGonno, 51100 Peiivc, Gpanuis

Certificate of Quality
Ceprudikar Hxocri

LASOLVAN® MAX, prolonged release capsules 75 mg
JIAZOJIBAH® MAKC, kancyis 3 NpoJoHroBanow gicwo no 75 mr

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

Test Specification Test result  Unit
BurnpoOypanus Creumdirartin Peaymerar  Opunug
97.48-96.69-
Total release of P 96.99-96.56- %
N-A 872 CL, after 24 hours ’ 97.19-98.86
AV =97%
97.48-96.69- %
3arajgbne BHBIILHEHHA e 80 9 96.99-96.56-
N-A 872 CL uepes 24 rogun - B 97.19-98.86
cepesue
3HAYEH IS
=97%

Cropinka 536 COQ-307285-V08§



Delpharm Reims

10 rue Colonel Charbonneaux, 51100 Reims, France
Henpdapm Pelime

10 pro Konouens HlapGonno, 51100 Peiime, Oparuin

Certificate of Quality
Ceprudikar Hxocri

LASOLVAN® MAX, prolonged release capsules 75 mg
JA3ZOJIBAH® MAKC, xancyiiu 3 GpoJOHIroBAHOIO Aicto o 75 mr

Batch number/ Homep cepii: BM1240 Number of analysis/Homep ananizy: 445768

Test Specification Testresult  Unit
Bunpobysanus Creungixauis Pesynprar  Oannuug
Microbiological quality*(Ph.Eur.) / Mixpo6Gionorisua yncrora* (€ap. ®apm)

Total aerobic microbial count e A , P T o
(TAMC) <= 10° CFU/ 1 g <10 CFU/1g
3arajgbHa KibKiCTL aepolunx e TR B )
sixpoopragizmis (TAMC) <= 10 KYO/1r <10 KYO/ 1t
Total combined yeasts/moulds o B .
count {TYMC) <=10°CFU/1¢ <10 CFU/1g
32rabHa KITLKICTH APIRIGKOBHX = 102 KYOL T 1 <10 KYO/1r

ra nxicasipux rpabdis (TYMCO)

Escherichia coli
Eseherichia coli

Not detectable absence in 1g
He pruapieno ne sigeymicts s 1

* . The testing frequency depends on the production frequency, but a mininnm of two batches per year are tested.
* - MACTOTA NPOBCASHHES TECTY 3ATOKUTL BIJI YaCTOTH BHPOOHULTEA, aile He PIlie MUK A ABOX cepif Ha pik.

Remarks/Hpumitku:

N-A 872 CL — amOpoxcony riapoxnopu

It there are any discrepancies or doubts between the English and Ukrainian versions, the
English version shall prevail. /

V pazi Gyab-sakux posbixHocTell 00 CyMHIBIB MK BEPCIIMM AHTNIACHKOIO TA YKPATHCHKOIO
MOBaMH [IEPEBANHY CHIY Ma€ BEPCis aHTTIHCHKOK MOBOIO.

Result/Pesyserat: Released and certified /Bunyrueno ta ceprudixosano
(Date of RELEASE)/(Jara BUIIYCKY): 10/09/2024

. ¥ - » 5
Date of CoQ signature / Hara nignucy C3I: palanie Huynh
Qualified Person / Ynoguosaikena ocoba:
(Name, signature) / {Im’s, nignuc)

Cropinka 63 6 COQ-307285-VOR
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