JEPKABHA CJIYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTUKAMU Y KHIBCHKIA OBJIACTI

npos. Ceitnuunoi Hauii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

B CHOBOK
Npo AKICTH BBE3€HOT0 B YKPpaiHy JiKapchKoro 3acody

21.01.2025 Ne 889/25/10

BPOHXO-MYHAJI®

(HaltMEHYBAHHS MiKapChKOTo 3aco0y 3riAHO 3 PEECTPAIIIHUM MOCBIIIEHIIM)
Kancyau TBepai no 7 mr, no 10 kancyn y 6uicrepi; o 1 6icTepy B KapTOHHINH KopoGui

(dopma BHITYCKY, JO3YBAHHS, BUJL TAKYBAHHS JIKapChKOro 3aco6y)
Howmep peectpaniiitoro nocsixuenns UA/14314/01/01 crpox aif peecrpauiinoro nocsigucuns 01.01 2099
Cepis nikapcwroro 3acoby Ne PD4103 KinskicTs BBe3eHOT0 TiKapchkoro 3acoby 26748

BupoGHuK Jlex dapmarnieBTHUHA KOMIIaHis A. 1., CloBeHis

(naitmenyBars BUPOOHUKa JIIKAPCHKOro 3acoby, kpaita MOXODKEeHHS)

BeeseHo B Ykpainy ToBapuCTBO 3 00MEKEHOI0 BiANOBIANILHICTIO "Canpo3 Ykpaina',
inenr. xox: 38419586

(naiimenyBamis Ta kox 3a €JIPTIOY ropuananoi ocobu abo mpizuiue, iM's, 110 6aTHKOBI (izuunoi
0c06H - miATpHEMILs, 1i Micle IIPOKUBAHHA Ta peccTpauiifnuit HoMep 061iKOBOT KAPTKH MIATHHKA
ronatkis abo cepist Ta HOMEp MacropTa)

Mpotokon Bisyansnoro kourpomo six 15.01.2025 Ne 0062/2.

3a  pe3ympbTaTaMM JEPKABHOTO KOHTPOIIO BCTAHOBIEHO, 1O  JIKapChKUM saci6 BeeseHo B YKpainy 3

JOTPUMAHHSAM BHMOI 3aKOHOAABCTBA IOA0 3a6e3TIeYEHHS AKOCTI JIKapChKUX 3aco0iB.
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s A N D o Z Issued by:
Lek Pharmaceuticals d.d.

Verovskova 57

1526 Ljubljana
Slovenia

Tel: +386 1 5802111
Fax: +386 1 5683517
www.lek.si

Ref: 2412241209

Certificate of Conformity

Material Name: BRONCHO-MUNAL 7MG 10HGC V1 O1 UA
Trade Name: BRONCHO-MUNAL®
Strength/Potency: 7 MG
Dosage Form: CAPSULE, HARD
Package Type: BLISTER
Package Size: 1PCx10PC
Material No.: 44110058 Release Type: BATCH CERTIFICATION
Batch: PD4103
Date of Manufacturing: 27-MAR-2024 Release date: 24-DEC-2024
Expiry Date: 28-FEB-2029 Released Quantity: 26748 PC
Releasing Site : LEK PHARMACEUTICALS D.D. License number:  800-6/2024-14
Verovskova ulica 57
1526 LJUBLJANA
Slovenia
Importing country: Marketing Authorization Number:
Ukraine UA/14314/01/01

Certification Statement

I hereby certify that the above 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 in the Marketing Authorisation
of the importing country or product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

Certificate comment:

No deviations with potential impact on GMP compliance and/or compliance with the marketing authorization occurred during
the manufacturing operations.

FDF manufactured on code 44081455

Bulk batch used: NU8708 (manufacturer batch 2400237), manufacturer name OM Pharma SA, RUE DU BOIS DU LAN 22, 1217
Meyrin, Switzerland

MA number: UA/14314/01/01

Destination country: Ukraine

Batch Release / Certification performed by: Klemen Mikic, QP

Batch Release / Certification Date/Time: 24-DEC-2024 / 11:09:29 UTC

Certificate Creation Date/Time: 24-DEC-2024 / 11:09:44 UTC

Page: 1/1 *Electronically signed according to Sandoz electronic signature standards
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| COPLEXCERT 915

Lek Pharmaceuticals d.d.

Verovskova ulica 57
SI-1526 Ljubljana, Slovenia
Phone: +386 (0)1 580 21 11
Fax: +386 (0)1 568 35 17

Quality Unit FDF

Verovékova ulica 57
SI-1526 Ljubljana, Slovenia
Phone: +386 (0)1 580 26 81
Fax: +386 (0)1 568 45 81

CERTIFICATE OF ANALYSIS

Version: 00

Date: 24.12.2024

Material Name: BRONCHO-MUNAL (R) 7 mg hard capsules

Bulk Batch: NU8708

Bulk Material Number; 7001124

FDF Batch: PD4103

FDF Material number: 44081455
Testing Monograph: CQC: SPEC034518 current version

Date of Manufacturing: 27-MAR-2024
Expiry Date: 28-FEB-2029

CQM: SPECO034518 current version
Market Authorization Number: UA/14314/01/01

TESTS REQUIREMENTS RESULTS
Color and appearance of the blue-blue, non-transparent complies
capsules capsules Ne 3
Color and appearance of the slight beige powder complies
capsule content
Disintegration NMT 15 minutes complies
Mass and Uniformity of mass: 200 mg + 10 %, according to Ph. Eur. complies
Water (K.F.) NMT 10% 5
Identification * lyophilizate of bacterial lysate complies
Assay Proteins: 2.08
2.2 £ 0.5 mg / capsule
Antigenic content (ELISA}" Conforms N/A
Microbial quality ¢ Total aerobic microbial count: <10
NMT 10° CFU / g*
» Total yeast and moulds count: complies
NMT 102 CFU / g*
e E.Coli: absent /g complies

*CFU = colony forming unit

# Test not routinely performed for Batch release

Page 1 of 2



! CGPLEK CERTQIC

Lek Pharmaceuticals d.d. Quality Unit FDF

Verovikova ulica 57 Verovikova ulica 57
Si-1526 Ljubljana, Slovenia SI-1526 Ljubljana, Slovenia
Phone: +386 (0)1 580 21 11 Phone: +386 (0)1 580 26 81
Fax: +386 (0)1 568 35 17 Fax: +386 {0)1 568 45 81

CERTIFICATE OF ANALYSIS

Confirmation:

The batch complies with testing monograph. It is hereby certified that the above information is
authentic and accurate and that the analysis records have been reviewed and found to be in
compliance with GMP.

Certificate prepared by: Klemen Mikic
Date: 24.12.2024

Batch release authorized by: Klemen Mikic
Date: 24.12.2024 . o\
CN7ece 25 92, 2024

i ¥

Transcript of results. QC testing performed by registered testing site OM Pharma SA, RUE DU BOIS DU
LAN 22, 1217 Meyrin, Switzerland.

Page 2 of 2



] Odopmneno:
s A N D o Z [ek dapmaLieBTUYHa KOMNaHis 4.4

Beposikosa 57

1526 NiobnsHa
CnoseHist

Ten.: +386 1 5802111
dakc.: +386 1 5683517
www.lek.si

Ne: 2412241209
CeprudpikaT BignosigHocrTi

Hassa marepiany: BPOHXO-MYHAJT 7MI" 10XI'K B1 O1 YKP
ToprisenbHa Hasea: BPOHXO-MYHAN®

Cuna gil/aktuBHicTb: 7 Ml
Nikapcbka dopma: KAMCYnu TBEPAI

Tun ynakoBku: BIICTEP
Posmip ynakoBku: TWT x 10 WT
Ne maTepiany: 44110058 Tun Bunycky: CEPTUGIKALISA CEPII
Ne cepii: PD4103
Darta BupobHuyrea: 27-bEP-2024 HDarta Bunycky: 24-PY-2024
Ctpok npupatHocTi:  28-/1M0T-2029 BunyuleHa K-CTb: 26748 Y1
Bunyck cepii: NEK ®APMALEBTYHA KOMMAHIS 0.0. Homep niueHsii: 800-6/2024-14
BeposLukosa 57
1626 NHOBNAHA
Cnosetisi
Kpaina-imnoptep: Homep PeecTpauiitHoro MNoceiguenns:
YkpaiHa UA/14314/01/01

MonoxeHHA npo cepTudikadito

Lium ninTeepmkyto, Wo HaBedeHa iHhopMaLlis € AOCTOBIPHO Ta TouHot. flaHa cepis roToBOro nikapcbkoro sacoby 6yna
BUrOTOBMEHA BKIIOYHO 3 NMakyBaHHAM/MapKYBaHHAM Ta KOHTPONEM AKOCTI Ha BULLEHABEAEHWX BUPOBHUYMX AIMbHULSX Y
NoBHi BignosigHocTi Ao Bumor GMP  wmicuesux PerynsTopHuX opradis Ta 3rigHo 3aTBepiXeHol cneuundikauii
Peectpauiitoro [locke y Kpaiti iMnopTepa a6o Aocke AocnigxKysaHoro nikapcekoro 3aco6y. NpoTokonu BUpobHULTSa,
naKysaHHsA Ta aHaniTu4HoOro TecTysaHHs Gynu nepesipeHi Ta 6yna BcTaHoBrIeHa iX BiANoBigHICTE GMP.

KomenTapi no ceptudpikary:

YKoaHux BigxuneHb, siki Mornu 6 BNAUHYTU Ha BiANOBIAHICTL BUMoram GMP Ta/aBo BumMoram peecTpadiinHoro
nocsifveHHs, He 6yro BUSBIEHO NPOTSATOM BUPOBHUUMUX onepalLliil.

N3 supobnexo 3a kogom 44081455

Cepis bulk, wio sukopucrosysanaca: NU8708 (cepisi BupoBHuka 2400237), Hassa BUpoBHUKa OM dapma CA,
syn. BYA 110 JTAH 22, 1217 MeiipeH, LWseiyapis

Homep PI: UA/14314/01/01

KpaiHa-npusHayeHHs: YkpaiHa

Bunyck cepii / CepTudikanis sukonaHa: Klemen Mikic, YnosHoBaxeHa ocoba
Bunyck cepii / Ceprudikauisa [ara/Mac: 24-T'PY-2024 / 11:09:29 BKM
Hata/Mac odopmneHHs ceptudikara: 24-I'PY-2024 / 11:09:44 BKY

Cropitka: 1/1 *3aBipeHo enekTpoHHUM MIANMCOM BIAMOBIAHO CTaHAAPTIB eNeKTPOHHWX nianucis Caxaos




Nek GapmaueBTU4Ha KOMNaHis 4.4, Bigain Koxtpomio akocti N3
BeposLukosa 57

S1-1526 NiobnsiHa, CnoseHis
Ten.: +386 (0)1 580 26 81
daxe: +386 (0)1 568 45 81

Beposuikosa 57

SI-1526 TobngHa, CrioeeHis
Ten.: +386 (0)1 580 21 11
daxc: +386 (0)1 568 3517

CEPTU®DIKAT AHANI3Y

Bepcia: 00 Oara: 24.12.2024
Hassa matepiany: BEPOHXO-MYHAT® 7 mr, TBEpAi kancynu
Cepis in bulk: NU8708
Ne matepiany in bulk: 7001124
Ne cepii MM®: PD4103 [ata BupobHuyTea:  27-BEP-2024
Ne matepiany [T1®: 44081455 TepMmin npugatHocTti:  28-fIKOT-2029
CTaTTa TecTyBaHHs: CQC: SPEC034518 noto4Ha Bepcis
CQM: SPEC034518 noTouHa Bepcist

Homep PeecTpauiitHoro UA/14314/01/01
MNocBig4eHHs:
Moka3HUK Bumoru PesynbTaTtn
Konip Ta 30BHiLLHiA BUrNa4 kancyn 6nakuTHa, Henposopa kancyna Ne3 Bignosigae
Konip Ta 30BHIiLLHii BUTNAL BMICTY MopoLLIOK 3nerka 6exeBoro KonbLopy Bianosigae
Kancynu
PosnagaHHs He 6inblie 15 XxBUAWH Bianosigae
Maca Ta ofHopigHICTb Macu 200 mr +10 %, BignosiaHo Ao €sp. P. sianoeigae
OpHopigHicTb Macu Bifnosigae
Boga (metog K.diwepa) <10 % 5
|neHTudikauis « niodinizosaHuit nisat Gakrepii Bignosigae
KinskicHe B13Ha4eHHs MpoTeinu: 2,08.

2,2 + 0,5 mr/karc..
BmicT aHTureHis2 (ELISA)* Binnosinae H/3
Mikpo6ionoriusa uicroTa e 3aranbHa KinbkicTb aepobHuX <10

MikpoopraHiamis: He Ginble 10° KYO/r *
e 3aranbHa KiNbKiCTb APPKIHKOBUX Ta Bignosinae
nnicHsiBUX rpubis: He Ginble 102 KYO/r
o E.coli: sBigcyTHicTe/r * Bianosigae

# — He BIOHOCUTBCA [0 PYTUHHUX TECTIB, BUKOHYETLCA MpU BUMYCKY cepii
*KYO = KonoHieyTBOpto0Yi 0gnHMLI

CTopiHka 13 2

ek dapmaleBTUdHa koMnarisa 4.4. Biapin KonTponto akocTi M3



Beposlikosa 57 Beposuwkora 57

SI-1526 Nobnaxa, CnoseHist SI-1526 IobnsHa, CnoseHis
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
daxc: +386 (0)1 568 3517 dakc: +386 (0)1 568 45 81

CEPTUDIKAT AHANI3Y

MiarBepaXeHHs:

Cepis BignoBsiaae nporokony TecTyBaHHs. TakuM YUHOM, NiATBEPAXYETLCS, L0 BULLLEBKa3aHa
iHdpopmauis € focTOBIpHOM | TOUHOM, i WO 3anucK npo nposedeHi aHanisu 6ynu nepe.ipeHi i
BignoBsiaatoTb ctaHaapram GMP.

Ceptudpikar nigroroenexo: Klemen Mikic
Hara: 24.12.2024

Bunyck cepii aBTopusosaHo: Klemen Mikic
Rara: 24.12.2024
/nidnuc / 24.12.2024

[poTokon pesynbraTie. TecTyBaHHs KA BUKOHaHO Ha 3apeecTpoBaHiit ginbHuui OM dapma CA, Byn. BYA KO JTAH 22, 1217
MevipeH, Weeiuapin

Fedochenko el
Tetiana S e vz

CropiHka 2 3 2
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