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Certificate of Quality
Ceprudukar KayecrBa

Manufacturing Authorisation number/Homep aunen3nyn na nponspoacTso: 946-E

LASOLVANR®) solution for infusion, 15 mg/2ml
JIA3OJIBAH®, pactBop ais uHpy3uid, 15 Mr/2 ma

Importing country/HMnoprupyromas crpana: Ukraine/YkpauHa
Country of Manufacture/Ctpana-npoussoaurens: Spain/Mcnanus
Active ingredient/AkTuBHBIH MHrpeareHT: ambroxol hydrochloride/ aMbGpokcona ruapoxiopun

Marketing Authorisation Number:UA/3430/04/01
PeructpauroHHoe cBuzetenscTBo: UA/3430/04/01

Type of the package: 2 ml in an ampoules, 10 ampoules in a carton box labelled in Ukrainian language
VYnakoBka: 1o 2 M1 B amiyJiax; 1o 10 aMimys1 B KapToHHOH kOpoOke ¢ MapKHPOBKOH Ha YKPaHHCKOM f3bIKe

Batch number/Homep cepuu: B68165
Date of Manufacture/[lata npoussoactea: 24/07/2019
Date of Expiry/T'onen no: 31/07/2024

Batch size/Pasmep cepun: 52.120 packs / ymakoBok

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

CBHETEJBCTBO O CePTHPHKANHM:

OTuUM 5 MOATBEPKAALO, YTO NPHBEAeHHas HHPOPMaLIUA SBISETCS JOCTOBEPHOMN 1 TRAHC
GblN10 NPOU3BEIEHO, BKIIIOYAs YNIAaKOBKY / MAPKHPOBKY M KOHTpOJIb KayecTBa Ha //
TMOJTHOM COOTBETCTBHH ¢ TpeboBaHusaMu GMP, yCTaHOBJICHHEIMHY MECTHBIM periiy;
COOTBETCTBHH CO CreLdbHKaliaMu K PerncrpaLioHHoMy CBHAETENLCTBY, cofepia
nocke cTpaHbl-uMnoprepa. [TpoTokobl NPOU3BOACTBA, YIAKOBKH H aHAJIH30B ?"_ '

cootBetcTBue GMP /
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JIEJI BAJUIEC (Bapcenona), Mcnanus
Tel:+34/93 404 51 00, Fax: +34/93 404 56 24

Boehringer
Ingelheim

Boehringer Ingelheim Espafia, SA
bepunrep Uurenpxaiim Ocnana, CA

Certiﬁcate of Quality
CepTudukar Kayecrsa

Product: LASOLVANG®), solution for infusion, 15 mg/2ml .
Ipenapar: JIA3OJIBAH®, pacTBop Aus nHdy3ui, 15 Mr/2 ma

Batch number/ Homep cepun: B68165

Number of analysis/Homep ananusza: 40000121077

Test Specification ‘Test result Unit
HcnbiTanue Creundukanms Pesynbrar Enunuua
Appearance Clear, colourless solution, practically conforms
free from particles, filled into 2-ml :
ampoules
OnucaHue [Ipo3paunslii, 6ec1merm,1ﬁ pacTsop, COOTBETCTBYET
NPaKTHYECKH CBOGOAHBIN OT YacTHLl,
3aTOJIHEHHEIH B aMITYJIbl, EMKOCTBIO
2 M1
Odour Almost imperceptible conforms
3anax ITouTH HeouryTHMBIH COOTBETCTBYET
Colour of solution Not more intensely coloured than conforms
‘ reference solution B9 '
I{BeTHOCTL pacTBOpa He Gonee HHTEHCHBHO OKpALLEH, YEM COOTBETCTBYET
pacTBop cpaBHeHus B9
Clarity of solution Clear or not more opalescent than conforms
reference suspension 0/3
IIpo3pauHocTh PacTBOpa IMpo3paunblif WK onaNecUeHLHs He COOTBETCTBYET
Gonee, ueM y cycnensuu cpasHeHus 073 )
Extractable volume >20ml conforms
Ussnekaemblii 06nem >2.0ma COOTBETCTBYET
pH 4.5-5.5 5.1
Osmolality 269 - 333 mOsm/Kg 293 mOsm/Kg
OCMOIANIBHOCTD 269 - 333 mOcMm/kr 203 MOcM/kr

Particulate contamination
Pa3smep HacTuiy
>10pm

>10mkm

>25um

>25MKM
Identification*
Unenruduxanua*

N-A 872 CL (TLC)

N-A 872 CL (TCX)
N-A 872 CL (HPLC)

N-A 872 CL (BXX)

< 6000 particles/ampoule
<6000 yacTHL/amITyna
< 600 particles/ampoule

< 600 yacTul/ammnyna

corresponding to standard
COOTBETCTBYET CTaHAAPTY
corresponding to standard
COOTBETCTBYET CTAHIAPTY

22 particles/
ampoule
22 vacTuw/
aMIy”na
1 particles/
ampoule

Note: The retention time obtained with the test solution should correspond to ‘that obtained w1th the reference solution.

Tpumeyatne: BpeMs ynepiuBaHmusd, MONYYEHHOE HA XPOMATOrpaMMe MCIIBITYEMOTO PacTBOPa, AOMKHO COOTBETCTBOBATH

BPEMEHH yIepXHMBaHUA Ha XpOMAaTOrpaMMe CTaHIapTHOIO pacTBopa
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JEJ1 BAJUJIEC (bapcenona), Mcnanus Boehringer Ingelheim Espaia, SA
Tel:+34/93 404 51 00, Fax: +34/93 404 56 24 Bepuxrep Murenpxaiim Scnana, CA

Certificate of Quality
Ceprudukar KauecTBa

Product: LASOLVANG®), solution for infusion, 15 mg/2ml
IIpenapat: JIA3OJIBAH®, pacTBop a5t uHdy3uii, 15 Mr/2 ma

Batch number/ Homep cepun: B68165 Number of analysis/Homep ananusa: 40000121077

Test : Specification Test result Unit
HcneiTanue Cneundukanpus PesynsTat EnunHuua
Active ingredient degradation (LC)
Pa3znoxeHHe aKTHBHOIO
HHrpeaueHTa OKX)
N-A 873 CL <0.2% 01 %
N-AB 773 XX <0.2% 0.0 %
Any unspecified degradation <0.10% 0.00 %
product
Jo6oii Hen3BeCTHLIMH <0.10% . 0.00 %
NpoyKT pacnaja
Total degradation products <0.5% 0.1 %
O6mas cymma npoaykro  <0.5% 0.1 %
pacnajaa
Active ingredient content (LC)
ConepkaHHe aKTHBHOI'O
MHIpeAMeHTa (OKX) '
N-A 872 CL 14.25 - 15.75 mg/2 ml 1493 mg/2 ml
N-A 872 CL 14.25 - 15.75 mr/2 Mn 1493 wmr/2 ma
Sterility sterile Conforms
CTepHIbHOCTD CTEpHIbHbBIA CoorBercTByeT
Bacterial endotoxins <51U/ml Conforms
BakTepHajibHbIe 3HAOTOKCHHBI <5 ME/Mn CootsercrByeT

Remarks/TTpumeuanue: *[N-A 872 CL] is used to define the active ingredient — ambroxol hydrochloride.
*[N-A 872 CL] ucrionb3yercs id 0603HaueHHs AEACTBYIOLIErO BELECTBA — amM6poKcoIa THAPOXJIOPHA.

Result/Peaynsar: RELEASED/BHITYHIEHO:  |$ /(01§
(release date)/(1aTa BbINycKa)

SNV

Date of signature (CoQ)/Hara noanucu (CK): \‘f (1o / S |
Qualified Person/Y nonHoMoueHHOe JHLO: \W L QT U esy t—
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HAEPXJIIKCIIYXBA YKPATHU
HEPXXABHA CJIY)KFBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMM Y KHiBCBKII OBJIACTI

npocnext Banepis Jlo6anoscbkoro, 51, M. Kuis, 031 10, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon E€PIIOY 37078774

BHCHOBOK

PO SAKICTh BBE3€HOro B Ykpainy nikapcebkoro 3aco0y

13.04.2020 Ne 19814/20/10

JA3OJIBAH®

(HaiimenyBanHs nikapchxoro 3acoly 3rinHo 3 peectpauiiinum NOCBiX4YEHHAM)
Po34MH fjs indysii, 15 mr/2 ma; mo 2 ma B amnynax; no 10 amnys y kaproumsiit Kopooui

(popma Bunycky, no3ymauns, sun NakyBaHHS Nikapchkoro 3acoby)
Homep peecrpauiiinoro nocsinuenns UA/3430/04/01 CTpOK Aii peecTpauiiinoro nocsigyenns 01.01.2099
Cepis nikapcbkoro 3aco6y Ne B68165 Kinpkicts BBe3eHOrO mMikapcpkoro saco6y 52120

Bupo6uuk Bepinrep Inrensxaitm Ecnana, CA, Icnanis

(HafiMenyBanHa BHpoGHHKa nikapcekoro 3aco6y, kpaia HOXOKEHHS)

BaeseHo B Ykpaiuy Tosapgc'mo 3 00MeXeHOI0 BiAnoBinanbHicTIO "CAHO®I-ABEHTIC
YKPAIHA", ient. on: 35648623

(nalimenyBauus Ta kox 3a €JJPIIOY IOpPHAHYHOT 0c06U a60 npisBuILe, iM's, 10 6aThKOBI tisuunot
ocobu - mianpuemus, i Micue TNpOKHBaHHA Ta peecTpauifinnii Homep o6nikoBol KapTKH MUIaTHHKA
nonarkis a6o cepis Ta Homep nacnopra)

Mporokon Bisyansnoro koutpomo sin 09.04.2020 Ne 1205/8.

3a pesynbTatamMu  mepKaBHOrO KOHTPONIO  BCTAHOBIEHO, 110 JKApCHKMH 3aci6 BBeszeHo B Vkpainy 3
AOTPHMAHHAM BHMOT 33KOHOAABCTBA IIOAO 326€3MeYeHHS TKOCT] NiKapChLKUX 3ac06iB.
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