AEPKABHA CJYJKBA 3 IIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKIN OBJIACTI

nipos. Ceitnuunoi Haail, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EAPITIOY 37078774

Npo AKICTh BBE3€HOr0 B YKPaiHy JiKapcbKOro 3acooy

04.04.2024 Ne 15028/24/10

JIASOJIBAH®

| (HalMEeHYBaHHS JIIKapPChKOI0 3aco0y 3rifgHo 3 peecmauii‘fmum I'IO.CBi,..I]_lIeHHﬂM)
Tabaerkn mo 30 mr, no 10 Tabaerok y 6aictepi; o 2 6JaicTepm y KapTOHHIH KopoOui

(popMma BUMNYCKY, JO3YBAHHS, BUA HAKYBAHHS JIKAPChKOI'0 3ac00y)
Homep peectpauiitnoro nocsimuenns UA/3430/03/01 crpox nif peectpauiiinoro nocsinuenus 01.01.2099
Cepis gikapcsroro 3acoby Ne 235925 Kinbkicrs BBeseHoro nikapeskoro sacoby 42430

BupoGHuk _Henspapm Peime, Opanuis

(HafiMeHyBaHHs BUPOOHHKA JIIKAPChKOro 3aco0y, KpaiHa MoXomHKCHHS)

BseseHo B Yipainy ToBapucTBo 3 06MeskeHo0I0 BitnoBixanbHicTIo "OMEJJIA
- XEJICKEA YKPAIHA", inent. xon: 43726391

(HalimeHyBaHHa Ta Kox 3a CAPTIOY wpuanunoi ocobu abo npi3suiue, iM's, 1o Harskosl G131UUHOI
0coOM - TIANPUEMLL, 1T MiCLE NPOKUBAHHS Ta pEecTpalliitHuili HoMep 00/11KOBOT KApTKH IIATHUKA
rofaTKiB abo cepis Ta HOMEP NMACIoOpPTa)

Iporokoa Bisyaannoro xourpoaio six 04.04.2024 N2 0750/7.

3a  pesyaLTATAMM  JIEPKABHOIO KOHTPOJIIO. BCTAHOBNEHO, 10 JKapchkul 3aci® BBe3eHo B  YkpaiHy 3

HAOTPUMAHHAM BHUMOT 3aKOHOAABCTBA 1I0A0 320e3neUeHHs AKOCTI JIIKapChKUX 3acobiB.
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Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Henndapm Pelime e
10 pro Koronens Llapbonno, DEL P i-l AR M
51100 Pedimc, Opanuis Reims

 Certificate of Quality
C’ep:rmbima*r Aroeri

W e e T A e

Manufacturing Authorisation number/Homep aiuensii ka supobuuureo: 2023 263 1.2

LASOLVAN®, tablets 30 mg
JJASOJIBAH®, radaerxkn no 30 mr

Importing country/Kpaina-imnoprep: Ukraine/Ykpaina
Country of Manufacture/Kpaina-supobuuk:  France/®panuis
Active ingredient/ AKTHBHHN IHFPEIICHT: ambroxol hydrochloride 30 mg/tab /

amBporcony rigpoxnopuny 30 mr/rabnerii

Marketing Authorisation Number; UA/3430/03/01
PeecTpauitine [oceiguenns: 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
fanguage

Bum, posmip ta KOMIIEKTHICTS yriakoeku: rro 10 Tabnerox y Onicrepi; no 2 Guictepu B kapTroHHid kopobui 3
MAapKyBaHHIM YKPATHCHKOI MOBOKD.
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Batch number/Homep cepiis 235925

Date of Manufacture/[{ata supoGunursa: | 10/2023
Date of Expiry/Tpunaruuii go: 09/2026

Batch size/Posmip cepii: 42.430  packs/ ynakosox
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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 imiporting country. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP
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Crigourso ceprudiranii

Llum 3aTBREpOKYIO, IO HABE/ISHA iH"{bopMauiﬁ € ﬂO‘C’FOBip‘HO}O-Ta Touno0, L[10 cepiro npoiykili 6yA0 BUTOTOBECHO,
BIUTIOYHO NMAKYBAHH/MAPKYBAHHA T4 KOHTPONbL SKOCTI, HA BMiyezasHaueHii BUpoOHUYIH ainsHul (-aX) Y NOBHIH
sianosiapocT! sumoram GMP, sumoram 3ATBEPIKEHHUM  JIOKANHLHUM pel"yﬂHTOpHHM OpraHoM, & TaKoxK y
BIIMOBIAHOCT] A0 cnieuudikauli 1o PeeccTpauliHoro nocm,anw - B pcecmdumnomy ﬂOCbe KpaiHu-
mnopTepa Mporokosy BupoOHUUTEA, NAKYyBAHHS T4 ROGZE His SV
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Delpharm Reims
10 rue Colonel Charbonneaux,

5T100 Reims, France
Jesndapm Peime

10 pro Kononens llap6onno,
51100 Peimc, Opanuis

SELPHARWM
Reims

Certiﬁcatelothuhdl‘ity ]
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Batch number/Homep cepil: - 235925

Test
Bunpobysanus

P iy | Y, gyl ppeghyegey ety by apygere— g el S Tl S AL LS. M. Skl el Belalelel AT B b b LA bt b bk bk -

LASOLVAN®), tablets 30 mg
JA30OJIBAH®, Tabaetkn no 30 mr

Specification
Crieundikais

Pesynprar

Number of analysis/Homep ananisy: 439163

'-_-"“m_“—-ﬁﬂm*-ﬁh“mmmm“““m“w kgl et ik ety gt £ i S Ak i W ] s % iy v phpminfegy ey it kgl iy it S ] it SrhAr g ket Wiyl bk gt Al e Bk e ke d A gl mm—u—n—-—_-——-—b—_-——_———mm b e wwwﬂmmmm“mm
N ok iy ey vl gl ivbybyinl hpirlytaly piinf el ety Pl STyt . tpeitaphek gk o ok b, skl sy b bl bl bbb b - Ikl kbl bt el ekl bt il i et ek Bty I A A S FTH TR

ety Bkttt LR

Unit
OnuHuL

Test resuit
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Description

Onic

Dimensions

Posmipn

Tdentification of

N-A 872 CL (TLC)

N-A 872 CL (HPLC)
Lxenrrdicanis

N-A 872 CL (TLUX)

N-A 872 CL (BEPX)

B rpara B Maci n'p”u” BUCYLIYBANTT

Cropinka2 35

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

Kpyrui, 6t tabnerky, mnocki 3.060x
CTOPIH, 31 CKOWIEHUMH KpasMy; Ha O4HIH
CTOPOH| TABNETKH ~ HACIHKE Ta
Maprysanus “67C" no oGunsa 6oku
HACIHKMU,

diameter; 9.0 - 9.2 mm

thickness: 2.7 - 3.1 mm

(determined on [0 tablets)

niamerp: 9.0 —9.2 MM

ToRUIMHA: 2.7 — 3.1 MM

(eu3HaualoTs Ha 10 Tabnerkax)

The Rf value of the active ingredient
obtamed with the test solution
corresponds to that obtained with the
standard solution

The uncorrected retention time of the:
active ingredient in the test solution must
be the same asthe uncorrected retention
time of the active ingredient in the
standard solution

3naverHs R akruBHOro iHrpeniensTa,
OTPUMARE ¥ JOCHTIDKYBAHOMY PO3HUHI,

Binnosinae snavenno RE, otpumanomy B

CTARJAPTHOMY pO3YHHI
Hexopexkroanuh 4ac yTpUMaHHs
AKTUBHOTO IHIPEMICHT Y
JAOCHIHKYBAHOMY PO3UHHI TIOBHHEH
BINMOBIAATH HEKOPEKTOBAHOMY HaCY
YTPUMAEHHN aKTHBHOTO IHIPEedIcHTa B
CTAHMAPTHOMY PO3UHHI

not more than 5.0 %

He Binbiue Hix 5.0 %

Conforms

Bijnosigae

mim
mm
9.1 MM

2.9 MM

Conforms

COQ-715622-VOI



Delpharm Reims

10 rue Colonel Charbonneaux,
31100 Retms, France
Henndapm Peiimc

10 pro Kononens HlapGonno,
51100 Peiimc, @panuis
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| ~ Certificate of Quahty
L Ceprugixar dxocri
LASOLVAN®, tablets 30 mg
JASOJNBAH®, rabaerkn no 30 mr
Batch numberf[lomep cepu 23%92‘5 Numbe: of ana]ysxs/Homep aHame 439163
Test | Specification Test result Unit
Bunipobypanus Crneunikanis PesynuTar OuHurul
Disintegration time Not more than 15 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 I-1-1-1-1-]

of the 18 samples should comply with
the requirement

Posnan He Ginbiue 15 xsunuH.
AHani3 npososTs Ha 6 TABIETKAX.
Sxwo 1 ado 2 3paska He siIIOBIIAITS

| : Binnosiiae
BUMOTaM, B IOAANLILOMY BHAJI3 Lo leloTolo]
npoBoARTE Ha 12 rafureTkax.
Hpunaitmui, 16 3 18 3paskis noBHHHI
BIAITOBINATH BUMOTaM.
Resistance to crushing Not less than 30 N N
(determined on 10 tablets) o
CTilKicTs 00 PO3AABJIIOBARHA He menwe, rvix 30 H 6 H
(sM3BavuaoTs Ha 10 Tabnerkax) Dl
Active ingredient degradation
(HPLC)
N-A 873 CL, <02% <0.10 %
N-AB 773 XX <0.2% <0.10 %
Any unspecified Ao An o
degradation product =027 o 10
Total dggradatmn <0.6% <010 %
products
Po3nan aKkTUBHOYO IHrpeaicHTy
(BEPX)
N-A 873 CL <0.2% <0.10 %
N-AB 773 XX < 0.2 % <0.10 %
Kowen owpenaitit o5 <0.10 %
necneunpivuuil NPoRYRT |
Cyma BCiX NIpOAYKTIB <06% 010 %
po3nany
Active ingredient content I
Ambroxol hydrochloride 28,5 31.5 mg/tablet 29.7 mg/tablet
(N-A 872 CL) (HPLC)
KinsricHe BUIHAYEHH AKTHBHONO
HTpEAILHLY 28.5 = 31.5 Mr/Tabnerky 29.7 wrirabretky

AmOpokcony ritpoxnopua
(N-A 872 CL,)) (BEPX)

Cropinka3a’s COQ-715622-V01



Delpharm Reims

10 rue Colonel Charbonneaux,
ST100 Reims, France
Jenvdhapm Peitme

10 pto Konownenn Llapbonno,

DELPHARM

51100 Petimc, Opanus Reims
~ Certificate of Quallty
 Cepmu¢pikar Axoemt
- LASOLVAN®, tablets 30 mg
JJASOJBAH®, Tadnerkn nmo 30 mr
Batch number/Homep cepils 235925 Number of analysis/Homep ananizy: 439163
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Test Specification Test result Unit
Blmpoﬁyaarmﬂ Cnaﬂhd}imauiﬂ Peaynerar Oﬂmmui'-
Dissolution ® Time: 15 min, Conforms
(Paddle method/ Q: 80% 94-92-95-94.95-97
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 QQ - 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%.
PosumHeHus * Yac 15 xB. | Binnosizac
(Jlonaresuit meTon Q8% 94-92-95-94-95-97
CriekTpoOTOMETPUYHE BusHauenHs)  Bumora A (n =6)
N-A 872 CL HKojme THANBIAYANLHE SHAYEHHA HE

N0BMHHO OyTH MeHiuM Q + 5%,
Busmorn B (n = 12)

CepenHe 3HAYEHHS NOBUHHO OYyTH
piBHuM abo GiasiinM Kk Q, KOAHe
OKPEME 3HAYEHHS. HE NOBUHHO DYTH
MEHILUM HiK Q - 15%.

Bumora C (n=24)

Cepeane 3HAYCHHS NOBHUHHO Oy TH
pisHiM abo OB uM Bk Q, He Diabile
DK 2 OKPEMUX 3HAUCHHS HE MOXYThb
Oyt merwumu Q - 5% Ta xonne
QKpeMe 3HAYEHHA He MOBHHHO ByTH
menute 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=]4
be greater than 15.0.
Requirement B (n= 30} (98.9-100.7-99,1-99.6-
The acceptance value (k = 2.0) must not 98.8-99.2.99 0.99 6.
be greater than 15.0 and no individual 08.7-99.7)
value is fower than 0.75M or greater than '
|.25M.

COQ-715622-V01




Delpharm Reims

10 rue Colonel Charbonneaux,
51700 Reims, France
Heasdapm Peiime

10 pro Konounesns [HapbonHo,
S1100 Petime, Opanuis
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LASOLVAN®, tablets 30 mg
JA30JIBAH®, Tabaerkyu no 30 mr

'Bal,{:h numher/Homcp cepii: 235925 Number of analy51s/ Homep dncmlsy 439] 63
Test Specification Test result Unit
BHI‘ipO@}/‘BdHHH Cneumpircauiﬂ. Pesynbrar O
Onuopinvicrs no3osanux oaunnue  Bumora A (n= 10} | Binnosingae
N-A 872 CL (BEPX) Kpurepiit noryeraMocti (k= 2.4) He Kpurepitt
NMOBHUHEH 6}/'?}1 SieuM 15.0, .,[LU'E'in'l'_H'z"v‘IOC'T"iE] 4
Bumora I3 (n=30)
Kpurepitt nonycrumocti (k = 2.0) ne (98.9-100.7-99.1-99.6-
nosuHen 6yTd Sinbuunm 15.0 1 xoaue 98 8-99.2.99.0-99 6-
[HIMBILYANLHE SHAYEHIT HE NOBUHHE 98.7-99.7)
S Gy menwe 0.75M i Ginbiue 1.25M.
Microbiological quality *
ot (RAMCy TR <100 crusg <100 CFU/g
Total combined
yeasts/moulds count < 10*CFU/g < 100 CFU/g
(TYMC)
Escherichia coli Absence in Ig Absence in 1g
Mikpobionoriuna unerora® |
JaransHe MU0 aepobHNX AT i S
Milcpooprauiamia("I[“)AMC) =10°KYOrr < 100 KYOir
3aranwne ncio |
APDRIKOBUX Ta naicHsaBUx < 102 KYO/r <100 KYO /r
mixpoopranismis (TYMC) |
Escherichia coli BincyruicTs 8 It Bincyruicts o I

T, P T T B S A I . s sl g e g Pl o el faliefielh Tl SRR it A e gy B iy S kg Rkt gt pbpbplal ol Agbplgbylih bl ek ke AT B I LT ST TITTEE FEETEE AT SEETET B S TN BT ST e e ok s ek kgt Skl

*Test is providing for the first 5 product batches then, not less than 2 batches per year.
*KOoHTPOIOIOTE Nepi 5 cepi, lani - He MeH1le 2-x cepiit Ha pik.

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

V pasi 6yab-skux  pozdukuocTel ado -cyM'H'iB'iB MK BEPCISIMH  aHMIHCHKOK T4
-_'y:<pamu~..~1<0m MOBAMU MEPERAKHY cmw Mae BEPCIst aHMITHCLKOIO MOBOK),

Remarks/ I‘ljmmﬂm:
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Released and certified /Banryimeno ra cep'rsi(])ircommo
(Date of RELEASE)Y (J1ara BUITY CKY): /2'—*’1/02;’2024

Result/Peaynerar:

L %%aﬁ i /wmm “/ ; ,

Date of CoQ) signature / Jara nignucy C5: Mélanis Huynh .
Qualified Person / YnosHoBaxeHa ocobda: /é,g
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