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HAEPZKABHA CJIYZKDBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMHA Y KHIBCBHKIN OBJIACTI

npocriext Banepia Jlobanoseexoro, 51, m. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKICTb BBE3EHOI'0 B YKpaiHy JiKapcbKoro 3aco0y

15.08.2023 Ne 39400/23/10

B _ JA30JIBAH® 31 CMAKOM JIICOBHUX AT'lJ

(HaliMEHYBaHHS JiKapcbkoro 3acoly 3rifHoO 3 peccTpalifHMM MOCBIAUYECHHSIM)
cupon, 15 mr/S ma no 100 ma y ckasinomy (GJIakoHi 3 NJIACTHKOBHM 3aKYNOPIOBAJILHUM

NPHUCTPOEM I3 3aXHCTOM BiJ BiAKpUTTA AiTbMH; N0 1 paaKoOHY B KOMIJIEKTI 3 JIACTHKOBHM

MIEHHM KOBINIAYKOM Y KaETOHHlH KOEOﬁlIl

((popma Burycky, B03YBaHHA, BUJ NaKyBaHHS JiKapcbKoro 3acoby)

Howmep peecrpauiiinoro nocsinuenns UA/9887/01/01 crpox nif peecrpauiiinoro nocsinuenus 01.01.2099
Cepis nikapcbkoro 3acoby Ne 222564 Kinbkicts BBe3eHoro Jikapeskoro 3acoby 39200

BupoGHuk enbpapm Petimc, Dpaniis

(HanMeHyBaHHH BUPOOHMKA NIKAPChKOTO 330063/, KpaiHa noxomrceHHﬂ)

BBE3CHO B YKpalHy TosapucTBo 3 06Mexen oo BixnosigaabHicTio "OIIEJLIA
XEJICKEA YKPAIHA", inenr. xox: 43726391

(HaiimeHyBauH4 Ta ko 3a CLIPTIOY ropuarinoi ocobu abo npiszsuie, iM's, no GaTekosi GiznuHoi
ocodu - nianpuemi, i MicLie NPOXKUBAHHS Ta peecTpaLiftHuil HoMep 00NIIKOBOT KAPTKH MaTHHKA
noaatkiB abo cepis Ta HOMEP IacropTa)

I[Tporokoa BisyanbHoro kourposio Bix 14.08.2023 Ne 2494/2.

3a pesynbTaTaMH AEpPXKaBHOTO KOHTPOJIKO BCTAHOBJEGHO, MO JlikapchkWit 3aci® BeesenHo B  VYkpaiHy 3
AOTPHMAHHHAM BuMOTr 3aKOHOAABCTBA WOAO 3a0€3MeHEHHA AKOCTI Jiikapchkux 3aco0iB.
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Delpharm Reims
10 rue Colonel Charbonneaux, 51100 Reims, France

Henndapm Petime
10 pro Komonens IlapGouno, 51100 Petimc, Opannis
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Manufacturing Authorisation number/ Homep sinensii ua supobunntso: M15/292

LASOLVAN® WITH WOODBERRY F LAVOUR,
syrup, 15 mg/5 ml
JA30JBAH® 31 CMAKOM JIICOBUX AT,
cupor, 15 mr/5 ma

Importing country/ Kpaiua-immo prep: Ukraine/Ykpaiua

Country of Manufacture/ Kpaina-pnpo6Huk: Erance/®pauris

Active ingredient/ Jliroua pevosuna: 15 m /5 ml ambroxol hydrochloride /
15 mr/5 M am6poxcony TApOXIIOpUITY

Marketing Authorisation Number: UA/9887/01/01
Peecrpaniiine mocsinuenns: UA/9887/01/01

Lype and size of the package: 100 ml in a glass bottle with plastic closer, child resistant; 1 bottle with a plastic

measuring cap in a carton box labelled in Ukrainian language -
Bua, posmip ta xoMmiexTHicT YTIakoBkH: no 100 Myt y cxnanHoMy hNakoHi 3 ITaCTHROBHM 32KYIIOPIOBAITBHIM

TIPHCTPOEM 13 3aXHCTOM BiJl BifKPHTTS HITBMHE; 110 1 (riakoHy B KOMIVIEKT] 3 TNACTHKOBHM MIPHHM KOBIIAYKOM Y

KapTOHHIH KOpoOui 3 MapkyBaHHAM YKPAIHCHKOIO MOROK).
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Batch number/ Howep cepli 222564
Date of Manufacture/ Tara BUpodOHuuTBA: 03/2022

Date of Expiry/ Ipunarauii no: 02/2025

Batch size/ Poamip cepii: 79.069  packs/ymakosok

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
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3anBa Woxo ceprudikaniy:

Lum 3aTRepmicyro, 1o wasenena IHpOpPMALs € HOCTOBIPHOO Ta TOYHOW. Liro cepire nponyxuii 6ysio BHI'OTOBJIEHO,
BKIROYHO I12KYBAaHHA/MAPKyBAHHA T4 KOHTPOIE AKOCTI, HA BMINC3a3HAYEHiH BuPOGHMYIK JUISHILL Y [TOBHI
BIANOBIAHOCTI BuMoraM GMP, eumoram JATBCPIDKCHAM  JIOKAJIBHHM  PETYNATOPHHAM OPraHoM, 4 TaKosk y
BIZIOBIAHOCTI 10 crienudikanii 10 PERpargim MOCBINYCHHS, L0 MICTATHCH B PeECTpaIiifHOMY JTOCKE KpaiHu-

iMnoprepa. Iporokony BHpo6Hj .f-: - R NAOCHIIDKEHHA By MeperyaHyTi Ta BinOBIAIOTE BAMOran

GMP. / - .
COQ-702825-V02
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Delpharm Reims,
10 rue Colone] Ch
Aenndapm Peiing
10 pro Konorey,

France
arbonneauy, 51 0
¢, Ppannig
WapGormo, 51100 Peiive, Gpanniy

0 Reims, France

P cepii: 222564 Number of ana}
- Test L Specification
BnnpoﬁyBaHHg Crneundixania
| § o Clear to almost clear, colourless to
Appearance almost colourless slightly VISCOus syrup
Hpozopuit ao Marbe Ipo3opHA,
Onuc Oesbapruuii ago Maihke Oe36apari,
3ICTKa B’ 13Kmif CHpoI
: Not more mtensely coloured than
Colour of solutior reference solution B5 or BYS
e, 3abapriennii ye OLTbI iMTeHCHR RO, Hix
Koaip p VirHEY PO3YUH NOPiRMAKAY BS 260 BYS
; Not more opalescent, than reference
Clarity of solution suspension II o
. | Onanecuennig we Oinbine, nix v
HP o3opicTs p A CYCnensil nopisusgumy IJ
pH 2.8-3.8
- : : 0.980 - 1.020
Relative density " Note: D 20/20
Biaxocna IYCTHHA 0'98‘0 . _1‘020
IIpamirka: D 20/20
Identification (HPLC)
I,a_eu'mq)ilcauiﬁ (BEPX)
(t;;::;(%ﬂclgdmcmonde UV-spectrum corresponds to reference
%ﬁfgp :,;g (gg)rm “XI0puz Y®-cnexrp BIATIOBI ta¢ CTangapry
&ﬁi};ﬁ;’zalclgdrochlonde Retenr:ion* time torresponds 1o reference
AMOpokcory rixpoxnopuy
(N-A 872 C1)

Yac yrpumanny BiNoBixac CTaHHapTY
Benzoic acid

~ bensoiina kxenora

Active mgredient content (HPLC)

Bumict axrusnors iHrpesicnra
(BEPX) : |

Retention time Corresponds to reference
Yac yrpumanys BIATIOBi e cCrapnapTy

Ambroxol hydrochloride 285.0-315.0 mg/100 m]

(N-A 872 CL) (95.0% ~ 105 .0%)
AmOGporcosry rinpoxnopuy 285.0 — 315.0 Mr/100 MJI
(N-A 872 CL)

Preservative content (HP1C)

(95.0% - 105.0%)
Bmicr ROHCepBANTY (BEPX)

- b, 45.0 — 55.0 nig/100 m]
Benzoic acid (90.0% — 110.0% )
' 45.0 — 55,0 Mr/100 mn
Beuaaﬁna KHCJI0T) (90.0% — 11 0.0%)

Cropinka 2 3 4

ysis/fHomep anajr

..Wzm%wwm;mm

13y: 414029

BIATIORI 1a¢

conforms
BIATIOBINae
conforms

Biﬁ'nouiﬂae
3.4
1.003

1,003

conforms
Biz;rreaiglae
conforms
SINNOBiNae

conforms
BLANOBI nae

298.3 mp/100 m]

298.3 mr/100 MI

49.6 mg/100 m]

49.6 Mr/100 mor

COQ-702825-v02



Delpharm Reims, France
10 rue Colonel Charbomneaux, 51100 Reims, France

denidapm Peiimc, ®pannig
10 pro Konouens Ilap6onno, 51100 Peiimc, ®pannis

Reims
Certificate of Quality
Lo Cepragikar SIxoeri
LASOLVAN® WITH WOODBERRY FLAVOUR,
syrup, 15 mg/5 ml
JASOJIBAH® 31 CMAKOM JICOBHX AL,
CHpoI, 15 Mr/3 mui
Batch number/ Homep cepii: 222564 Number of analysis/Homep anan 13y: 414029
., Test . Specification Test result - Unit
| .Bnnpaﬁ}faaﬂm _ . Croenudiranis Peaynerar Onunups
Active ingredient degradation (HPLC) . L . i &
Posnan akrusnoro inrpegients 2 =
(BEPX)
N-AB73CL <04 % | | <0,10 %
N-A 1777 CL <02% <0,10 %
N-AB 773 XX <02% <0,10 %
Any unspecified degradation <02 9% <0.10 %
product | |
byaw akuii , .
Hecneunivnuit nponyier <0.2% | | | <0,10 %
posnany |
Total degradation products <.1.0% . . ) ‘ | <0,10 %
3aransna Kinsxicrs N o . g
MPORYKTIB po3nany =10% - | - <0,10 %
Microbiological quality*
Mixpo6iosoriuna ynerora *
- tlalfﬁi ?f ;::2; microbial not more than 102 CFU/nl | | ; not_analyzcd CFU/m]
::;;?)J;Z::aﬁ;fr?aa(?rﬂ i?é;ﬂx He OuIpIe Wi 102 KYO/m He ananisyranocs KVYO/mi
Total combined , 1. | . .
yeasts/moulds count (Tyy o) not more than 10" CFU/m] not analyzed CFU/m]
3arajabna KinskicTs
APDKIUKOBHX T2 IVHOHABHX  He binsine vin 10" KVO/Mr He amamisysamocs KVO/ur
rpadie (TYMC) -
Escherichia coli absent in 1 ml not analyzed

ischerichia coli
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Remarks/[Tpumirka:

BLICYTHI B 1 M He anranisyranocs
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- *Test the first 5 production batches. Then carry out the test on not less than 2 batches

per year./
* e mocnimierns BHKOMYETBCSH 11T NepIux $ BUpOOHWYMX cepiii, Hamani JOCHUKEHHS

BHKOHYETBCS VTS HE MEHII gk D Cepiii B pik.

Jn the event of any discrepancies or doubt between English and Ukrainian language

AVRg10ns, the English language version shall prevail. /  wm .
roé 73] Oynn-sicuy posbixuHocTelh abo CYMHIBIB M BEPCIIMHM  anHrmiiichkoo Ta
BKOIO MOBaMH IICPCBANKHY CHJIY Mac BEPCISt aHIVHHCEKOI0 MOBOIO.
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Certiﬁcatem:fauality

Y : #
Ceprugy "
o PTHOIKAT ficoey; .
LASO], VAN® WITH wo ODBERRY FLAVQO UR,
Syrup, 15 mg/5 ml |
JA3ZOJT BAH® 3 CMAKOM JHCOBIX ALY,
CHpon, 15 py/s MU
E:Batch HE:E!‘lber/ Homep Cepii: 222564 Number of analyqls/l-lomep dHaMy: 414029
Test Speciﬁcation Lest regy)y Unit
Bunpob’ysamm Cneumda.ikaum C3YIbTAT OrivRurg
— Wmmmmmmmm “““““ —
Resulf/PcsyﬂbTaT 'Rel eased and certified ‘Banymeno T3 cepredikopane
(Date of RELEASE)/(.ZIa T BHHYCKY): 11/04/22
. | ., | . | A &
Date of Coy Slenature / Jlata migmucy . 11 AR, 16T /;‘
Qualified Person / VIIOBHOBEQICGH& 0coba; - - |
(Name, signature) / (Im’g, manug) - |
Cropinka 4 3 4

COQ-702825-V02



