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JAEPJKABHA CJIYIKBA 3 IIKAPCBKUX 3ACOBIB TA KOHTPOJHO 3A
HAPKOTUKAMH V KMIBCHLKINA OBJIACTI

apos. Ceirnuanol Hanii, 3, m.Kuis, 02099, ten/ipakc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
1po sKicTh BBE3€HOT0 B YKpainy JikapcbKoro 3acody

01.02.2024 Ne 2189/24/10

JA3O0IBAH®
(Hatiserysanua Aikapeekoro 3acody IriZHe 3 pecCTpRmiiHNM TOCHIMSITEM)
tabaerki no 30 mr; no 10 tabserok v 6Jicrepi; 1o 5 fuiicrepiB y kaprouHifi Kepolui
{thopua BHAYCKY, 03YBAHHA, BU NAKYBAHHA AIKAPCEKOTO 3aC00Y)

Homep peectpauiiinoro moceizuenns UA/3430/03/01 erpok aii peccrpantiinoro noceiauenns 01.01.2099
Cepia aixapenkoro aacofy Ne 222434 KinbxicTh gBeseHoro dixapewkoro sacofy 15360

Brpobrni Hesnphapu Pefive, Opaniia
(sajivenyaH BEPOTHHKA AIKAPCHKOTO 3800y, KPHTHA DOXOAKEHHA)

Baescno 8 Yipainy Torapuerso 3 oimexenoro Binmosinasenicrio "OIIEJ/UIA
XEJCKEA YKPAIHA"Y, iaenr. voa: 43726391
{(nafisenysauns Ta koa 3a CIPTIOY wpuanusol ocobi ado mpizprme, is'a, 0o datsrori ditnuol

0eobH - niARpEEMEA, T MICHE RPOXHBAII T3 poecTpaifinnil nomep obnikoBOT KAPTKH MIATHIKY
MOAATKIB 200 Cepist Ta HOMSP HACHopFa)

Tporexoen Bisyaannoroe koutposo six 24.01.2024 N 0162/3.

30 peayABTATAMM  JCPAKABHOTO KOHTPOTIO BOTAHOBACHO, MO  mikapcbkmil  3acid  meeseno B Yipainy 3

JBOTPHMAHHSEM Bivor 3aKOHOAABCTRA MO0 3a6¢3ILICHIA AKOCTL TIKaPCHKHX 3aC0Bis8.

Bnae;m BOI i;’iﬂ\P% HE\U
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Delpharm Reims

10 rue Colone! Charbonnesux,
51100 Reims, France
Hemudinpm Peiime

10 pio Kononens llapbouso,
51100 Petime, @panuis

Certificate of Quality
Ceprudixar fAxocri

Manufacturing Authorisation number/Homep atuensit ua supobaunTee: MI15/202

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

Tmporting country/Kpaiua-iMnioprep: Hkraine/Yxpaia
Country of Manufacture/Kpaina-supofunx:  France/®panuis
Active ingredient/AxtisHull urpemienT, ambroxol hydrochloride 30 mg/tab /

aMBpoxcoy ripoxnopuny 30 mr/rabaerui

Marketing Authorisation Number: UA/3430/03/01
Peeerpanifine [locsinuenns: UA/3430/03/01

Type, size and completeness of the package: 10 tablets in a blister; 5 blisters in a carfon box labelled in the
Ukrainian language

Bu, posmip Ta xomnuextricTs ynakorku: no 10 Tabperox y Gxicrepi; no 5 Grictepin b Kapronmif kopoBui 3
MEPKYBAHHAM YKPaTHCRKOIO MOBOIO.

Batch number/Homep cepiy: 222434
Date of Manufacture/{ara supoSnmirea: 02/2022
Date of Expiry/Tpnaatauis no: 01/2025

Batch size/Poamip cepii: 29.030  packs / ymakopox

Certification statement:

I hereby certify that the stated information is anthentic 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 1o be in compliance with GMP

Caionreo ceprudiranii:

L sarsepiaryto. wo naBefena indopualis e JocroripHoo ta Tounoo. Lo cepio npogykuii 6ym0e BUroTORNEHD,
BK/LIOWHO MAKYBAHHS/MAPDKYBAHHA Ta KOHTPOMS SKOCTI, Ha BHLe3a3HaueHill supoGHuaiil ainauui (~ax} y moesii
BiAnoBinnocTi eumorav GMP, BUMOraM 3aTBEPUKCHHM JIOKATSHAM PETYAATODHUM OPranoM, & TaxKok y
Bixnosigrocti o cieundikauil no PeectpauiliHoro nocpifueHHs, 1O MICTATECH B peccTpauiinomy [oche KpaiHu-
iMroprepa, TIpoTOKONM BHPODHHIYTBA, NAKYBAKNS Ta AOCILIUKEOHHS Syau neperannyTi Ta BUNOBINAOTE BEMOraM
GMP,

Cropinka 1 3 5 COQ-715616-V0]




Delpharym Reims

10 rue Colonel Charbonneausx,
51100 Reims, France
Heashapm Pelime

10 pro Konourtens {HapGonso,
51100 Peiisc, Dpannisn

Certificate of Quality
Ceprudixar fxocti

LASOLVANG®, tablets 30 mg
JASOJBAH®, Tabaerky 116 30 mr

Bateh number/Homep cepif: 222434 MNumber of analysis/fHomep ananisy: 413507

Test Specification Test result Unit
Bunpobysanpa Creunixargia Pesyawrar - Oaunani
Description Round, white fablets, both faces are flat,

wiih bevelled edges. One face is scored
and impressed with “67C” above and
below the score.

Osue Kpyrai, 6ini rabnetiu, wrocki 3 ofox
CTOPIH, 31 CKOUICHHME KPAdME, Ha oFHil
CTOPOH} TabNeTKH ~ HACTIKA Ta Binnosiaae
Mapryrausy “67C" no oGunsa Gokn
Haciury,

Dimensions diameter: 9.0 — 9.2 mm 9.1 mm
thickness: 2.7 — 3.1 am 2.0
(determined on 10 tablets) )

Pasmipn Hamerp: 9.0 - 9.2 mm 91 mm
ToBEMHA: 2.7 - 3.1 MM 2y
{mu3Hayators Ha 10 rabneTiax) '

Conforms

mm

MM

Ydentification of

N-A 372 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 uncorrecied 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

Inexrradicanin
N-A 872 CL(THDG 3nasenns R akrasnoro iarpenicnra,
OTPHMAHS ¥ ZOCTHIKYBanOMy pOsIHHi,
Bignosigac sHaueHmo RY, oTpuManomy B
CTARAADTHOMY poswrmi
N-A 872 CL (BEPX) Hewopexropannil gac yrpumanis
ARTHBHOIO iHTPERicHTa Y
DOCHN GKYBRHOMY PO3YHHIE [IOBHHEH
BIITIORLAATH HEKOPEKTOBAHOMY Yacy
YTIPUMAHHA AKTHRHOIO THIpEHICHTa B
CTERIAPTHOMY pOsusHi
Loss on drying not more than 5.0 % 44 %
Brpara 8 maci apx secymysagni se Binkwe 1k 5.0 % 44 %

Bianosigac

Binnoeinae

Cropiuka 235 COQ-715616-V0I




Deipharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, Frange
Hesndapm Peiime

H pro Kononears HlapBowso,

51100 Peiimc, Dpanyin
Certificate of Quality
Ceprudixkar Axocri
LASOLVAN®), tablets 30 mg
JA3OJIBAH®, tatnerku no 30 mr
Batch aumber/Homep cepii: 222434 Number of analysis/Homep amanisy: 413907
Test Specification Test result Unit
BunpoGysauns -~ - Creuudikanis Pezyarrar Orurisui
Disintegration time Not more than 15 min
Carry out the test on 6 tablets, If { or 2 - :
samples fail to comply with the Conforms
requirement, test a further 12. At least 16 1lete1o1e1
of the 18 samples should comply with (-1-1-1-1- )
the requirement
Posnag He Gimsie 15 xemnmn,
AHanis IPOBOAATE Ha 6 TabneTKax,
SIkuto b afo 2 spaska Be sixmopizaoTs Biggosigae
BUMOTAM, B TOJANLLOMY QHAND
npoBoIAis Ha 12 rabrerax, ‘ (i-1-1-1-1-1)
Tipruaiivid, 16 3 18 spaikie nosuesi
BiAnOBigaTH BIMOraM.
Registance to crushing Not less than 30 N 64 W
{determined on 10 tablets)
CTilikicTh 20 posnasmoBaHus He memwe, abx 30 H 64 H
{B3HauaoTh Aa 10 ratinerxax)
Active ingredient degradation
(HFLC)
N-A 873 CL =02% <010 %
N-AB 773 XX =0.2% <0.10 %
Any unspecified <029 < o
degradation product =0.2% 0.10 %
Total degradation <0.6% <010 %
products
Porsan axrasrore inrpenienty
{BEPX}
N-A873CL <0.29% <0.10 %
N-AB 773 XX <02 % <010 %
Kozwen awpenni £02% <0.10 %
wecnenugianl npouyxy
Cyma seix NpoAYKTIB <06 % <0.10 %
posnaxy
Active ingredient content
Ambroxal hydrochlovide 28.5--31.5 mg/tablet 29.7 mgftablet

(N-A 872 CL) (HPLC)
KiaexicHe BHIHAMEHHA AKTHBHOFO

inrpejticuty N . N
AmBpokceay rinpoxnopun 28.5—31.5 mr/rabnericy 29.7 wrfrabnerky

(N-A 872 CL) (BEPX)

Cropiuka 335 COQ-715616-VQ1




Delpharm Reims

10 rue Colonel Charbonneaux,
51100 Reims, France
Henndapm Peiive

10 pro Kostonens HiapSonno,
31100 Pelimwe, Qpannia

BELPHARM
Reims

Certificate of Quality
Cepradixar SkocTi

LASOLVANR®, tablets 30 mg
JA3ZOJBAH®, Tabaersu no 30 mr

Batch number/Homep cepii: 222434 Number of analysis/Homep ananizy: 413907

Test Specification Test result Unit
BaupoSysanns Cremndixanis Pesyasrar O
Disgsolution * Time: 15 min. Not analyzed

{Paddiec method/ Q: 80%

Spectrophotometric determination) Reyuirement A {n = 6)
N-A872CL No individual value should be less than

Q+5%.
Requirement B {n = 12}
The averege should be equal to or greater
than Q, and no individual value should
be less than Q - 15%.
Requirement C {u = 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%.
Pozumnennn * Jac 15 x8. He ananizysanoch
{Honaresuit meton/ Q: 806 %

CrniextpodoroMerpuiie BE3RaqenHs)  Bumora A (n = 6)
N-A 872 CL, oane inanigyanbue 3nadend ie

DOBHHHO OYTH MertmHa Q + 5%.
Bumori B{(n=12)
Cepenne sHaueHIS TIOBMEHO §yTH
piseEM 860 Slrsunm Hix Q, wosue
OKPEME 3UAYCHHS He TOBIHIO §yTh
MeHmmEM Hix Q- 15%.
Busora C (n=24)
Cepeliic 3HAYEHHA HOBHIHO §YTH
pinuaM abo Siilsumm ubx Q, ne Ginpwe
HIXK 2 OKpeMUX IHAUCHUA RE MOXYTE
SyTit MermmEMHy Q - 15% ta wome
OKPEME 3HAYCHHA He TORULHO BYyTH
meuue - 25%.
Uniformity of dosage units Requirement A (n= 10) Conforms
N-A 872 CL (HPLC) The acceptance value (k = 2.4} must not AV=129
be greater than 15.0,
Requirement B (n = 30) {100,0-99,5-99,3-99,8-
The acceptance value (k = 2.0) must not 99,7.98,8-97,6-96,3-
be greater than 15,0 and no individual 97,5-94,2)
value is Iower than 0.75M or greater than
1.25M.

Cropiaka 43 5 COQ-715616-V01




Delpharm Reims

10 e Colonel Charbommeaux,
51100 Reims, France
Jeavdapm Peiime

10 pro Kononens 1lapGouno,

CELPMHAAM

51160 Peitve, Opanis Retms
Certificate of Quality
Ceprudixar Sxocri
LASOLVAN®), tablets 30 mg
JAJONBAH®, rabaerku mo 30 mr
Batch number/Homep cepiis 222434 Number of analysis/Homep ananisy: 413907
Test Specification Test result Unit
BempoGysanna ' Crnenvdixanis Peaynrrar Onmnenini
Oauopianicts NO30RRIEHX SAHEHUL Bamora A (n= 1) Binnosiaae .
N-A 872 CL (BEPX) Kpnrepiit romycramocti (k = 2.4) ve Kpurepii
ToRkEeH GyTh Glaninrm 15.0. AOTYCTHMOCTI =29
Buuora B (n = 30)
Kprvepilt nonycramoeti (k = 2.0) ne (160,0-99,5-99,3-99 8-
nosuaen Oyu Ginsips 15.0 1 xoame 99;2-98,8—9?,6—96,}
{HARBIAYRILHE SHAYCHMA MG HOBEHHE 97,5-98,2)
OyTit Merne 0.75M i Sinniue 1.25M. R
Microbiological quality *
Total acrobic microbial . . :
comnt (TAMC) =< 10* CFU/g . Not analyzed CFU/g
Total combined ' ’ : .
veasts/moulds count < HF CFUf Not analyeed CFU/g
{TYMC)
Eseherichia coli Absencein lg Not analyzed
Mixpobionorisan unerora® -
3arasnue 9ueno aepobuux R e .
mikpoopranismin (TAMC) <1 KYOrr He amanizyranocs KYOh
3aranbHe YHCAO
APBRAROBHX T4 lickmenx < [0 KVO/r He anramisyranocs KYO/r
sikpoopraniamin (TYMCO)
Escherichia coli Bigcyrnicts 8 1r & He ananizysanocs
Remarks/TIpaviTier *Test is providing for the first 5 product batches then, not less than 2 batches per vear,

*Kourpouoiors neprui 5 cepiM, nani - tie Meriue 2-X cepiif na pik.

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

Y pazt Byme-sxux posbikmocrell abo cyMmmiBiB MDK BepoinMy  aurmiffichkol 1o
YKPATHCLKOIO MOBAMH IEPEBANKHY CHITY MAE BENCIT aHrHCEKOK MOBOIO.

Result/PeayspTaT: Released and certified /Banyweno 3 cepraiconan o
(Date of RELEASE)/(ata BUITYCKY): & 1+ ol ( toll.

Date of CoQ signature / Jara minmucy C5: dulie CAREYTE

Qualified Person / YrnosroswkeHa ocofia: I8 AV Ja7E %4
(Name, signature) / (In"s, mianme) L LD S

Cropinka 53 3 CQQ-715616-V01




