JAEPKABHA CJIYKBA 3 JIIKAPChKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJIACTI

npos. CeitTmranoi Haxii, 3, M Kuis, 02099, ten/taxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koa €JIPIIOY 37078774

BHUCHOBOK
IPO AKICTE BBE3CHOr0 B YKpainy mikapceKkoro 3acofy

28.03.2025 Ne 13739/25/10

®IJABAME® PO3YMH BUI KAILLITIO

(HaliMeHyBasHA NIKAPCLKOTD 3100y IMLTHO 3 PLeCTPRITHTHIM N0CK AuCHIAN)
PO34EH opaabuni, 15 Mr/S aa; no 100 sin y draxoni; o 1 gaarony 3 MipHO10 J10:KK010 B
KapTounii Kopobui

(thopma anmycKky, 203VBAIILS, B MAKYBAHAM FIKIPCRKOTO 32¢00Y)

Houtep peectpanifinoro nocsiguenns UA/3591/01/01 crpok zif peecrpaniiinoro nocsiguenus 01.01,2099

Cepis sixapenkoro 3acody No 43020C KinpkicTs BBC3CHOrD Aikapebkoro 3acoby 280
.Bipobuuk BEPJITH-XEMI AT", HiMeguuua
{nafisenysatng pepobHNKa Mikapesroro 3acoby, kpaita NoXDIPKERHA )
Breseno & Yrpainy Chisbne yh*pa'l'ﬂcblco-ecmncmce manpuemMceTro y dopmi ToBapucTBA
3 obMexenolo BignosinanshicTio " OnrivMa-®apy, ATH", inenr. rox:
21642228

{naiiseayeanny ta Kog 3 EAPTIOY mpsmlmnol ocobis abo opizenne, iM's, no Satsrosi isnuiol
gcobit - nianpreMud, T Micite npoKIBARHA Ta peec:'rp'lmmnm Homep 0BAIKOBOT KapTRI INATHIKA
neAarrin 480 copia T HOMEp NACTOpPTa)

HpoToroa eizyaasnore xourpomo siz 21.03.2025 Ne 0867/30.

3a pesyabrarami ACPIKABHOLO KOHTDOMO BCTAHORISHO, LIO nikapeskidi  3aciC  BBeszeo B YkpaiRy 3
AOTPHMABHIM BuMOr 310K0H02BCTBA MO0 320e3NCHCHITA AKOCT MKAPCLKIX 3ac0BiE,

Onera EPBOMEHKO

KOHTPONK) {oiunuc) (ininjamy Ta rpizsspme)




ITponyxT:
JlozyBaHHs!:
Po3Mip ynakoBKu:

Bug ynakoBku:
BryTpiuiHiii koa npomykty Ne:
Homep cepil:

Posmip cepii/KinbkicTs:

Jlata BUpOOHHMLITBA:

Jara ananizy:
Kpaina-imnoprep:

Haspa BupoOHHKa:

Howmep peecTpatliitHoro
NOCBIAUEHHs

HopmaTnBHa 1OKYMEHTALLis:

LIMS Lot Num: 83116
CeptHikar sKocTi

ERLIN-CHEMIE
MENARINT

CeprudikaT aKocTi

OJIABAMEII®
15 mr/5 mn Jlikapcbka (opma: Po3uus opanbHUi
1 Opuuuid po3mipy 100 mi
YNaKOBKH:
DrnakoH
F133858 Howmep ananisy: 83116
43020C VMosH 30epiraHHs: Le#t nikapcbkuii 3acié He

9678 ynakoBoK Hata

TepMiHy NPUIATHOCTI:

12/08/2024 Jlata BUIYCKY cepil:
19/11/2024 KpaiHa-BHpOOHHK:
VYkpaiHa

BEPJIIH-XEMI AT’

UA/3591/01/01

He 3acToCOBYETLCS

3aKiHYEHHS

notpedye cnetianbHUX yMOB
36epiraHHs

31/08/2027

19/11/2024
Himeyunua

eee M ofo2 <

/‘j’ & Xs 7/@”/67L

Cropinka 136

Homep 38iTy 51732

Jara apyxy: 20/11/2024 11:28
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MENARINI

A®I Hazga: AMGpoxcony riapoxjaopun

A®I Ingopmauis npo BupoGHuuy AinbHULIO BupoGHuKa: Llinna dapma Jlaiidcience Jita. — Teocyryp Inpictpia Apea,
584 170 [leocyryp, Paiuyp Hictpixt, Kaparaka, [niis

A®] Homep cepii BupoOHuka: VBNIL230349

Bupoonuku

BupoOGHuuTeo «in bulk»

Haiimenypannsa Bupobuuka: Berlin-Chemie AG — BEPJIIH-XEMI AT’
Micuesnaxomxenns BupobHuka: [ninikep Ber 125, 12489 Bepnin, HiMeuunna
Howmep niuensii na BupoGuuureo: DE_BE 01 _MIA_2023 0045

Howmep ceptndikary GMP: DE_BE_01_GMP_2023 0079

IMaxkyBanus

Haiimenysanus supo6Huka: Berlin-Chemie AG — BEPJIIH-XEMI AT
MicuesnaxomkeHns BupoGHuka: ['ninikep Ber 125, 12489 Bepnin, Himeuunna
Homep ninensii va upo6uunrso: DE_BE 01_MIA_2023 0045

Homep ceprudikary GMP: DE_BE_01_GMP_2023 0079

Bunyck cepii

Halimenypanns BupoGHuka: Berlin-Chemie AG — BEPJIITH-XEMI AT
Micuesnaxomienns supoGHuka: ninikep Ber 125, 12489 Bepnin, Himeuunxa
Homep niuensii na supobuuureo: DE_BE_01_MIA 2023 0045

Homep ceprudikaty GMP: DE_BE_01_GMP_2023 0079

CropiHka 236
LIMS Lot Num: 83116 Jara apyky: 20/11/2024 11:28
Ceprudikar skocri
Howmep 3BiTy 51732 LW_ORA_PHARMA_PRD



BunpobyBaHHsI

30BHILIKIN BUIIIAL
(BizyanbHo)

3anax (Ph.Eur.2.3.4)

HoMminanbHuit 06’em
3aMnoOBHEHHS

OG'em
3anoBHEHHS(BUMIPIOBaHHS
00'eMy)

Cepenniit 00’em
3aMOBHEHHSA

HeraTuBHe BiAXWJIEHHA

pH (Ph.Eur. 2.2.3)

BinHocHa ryctuHa (Ph.Eur.
2.2.5)

[TokasHuK 3aJIOMJIEHHSA
(Ph.Eur. 2.2.6)

OnHopiaHicTb OJIMHHLb
nosysauns (Ph.Eur. 2.2.27)

OnHOpigHICTD Ta
TOYHICTb 03, o
BUTATAIOTHCS i3

0araTo1030BMX
KOHTeHHepiB

[aenTudikadis
AmbGpokcony

riApOXIOpHI
Ph.Eur. 2.2.29)

(BEPX,

LIMS Lot Num: 83116
Ceprudikar axocTi

Crneundixauis

po3opa Ge3bapBHa pinuHa

®pyKTOBHIA, 3aMax MaJIMHU

100 mn

He meniue six 100 Mn

He Ginbiue Hix 4,5 Ma

2,8-33

1,13-1,15

1,392-1,395

He Ginblue IBOX
iHguBigyanbHUX — 06’eMiB
BIAXWIAIOTHLCS BiZL

cepelHboro 06’emy Oinbiu
Hix Ha 10 %, i xoneH He
BiAXMIISETLCSA OiNbL HiXK HA
20 %

Yacy yTpHUMYyBaHHS TiKiB
amOpoKcony ripoxJaopriy
Ha XpoMarorpamax
BUNIPOOYBaHOIO Ta
€TalOHHOTO PO3UHHY
TIOBMHHI CriBNafaTu

ERLIN-CHEMIE
MENARINI

PesyabraTh (3 OAMHHUSMU YacroTa
BHUMIPIOBAHHS) NpoBe/lCHH
BunpobyBanHs
Bixnosigae
Binnoginae
Binnosinae

100 mn
0,0 mn
3,1

1,14

1,394

He nposoauocs Al10

[TozuTHBHO

Cropinka 336

Homep 38iTy 51732

Jlata npyxy: 20/11/2024 11:28
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Ambpoxcony
riApOXJIOpUA
Ph.Eur. 2.2.27)

(TLLX,

lnentudikauis. benzoiina
kucnora (BEPX, Ph.Eur.
2.2.29)

Konip posuuny (Ph.Eur.
2.2.2)

Konip
(Ph.Eur. 2.2.2)

PO3UMHY

[TpozopicTs
(Ph.Eur. 2.2.1)

[Tpo3opicTb po3uuHy
(Ph.Eur. 2.2.1)

pO34YHUHY

CynposinHi JLOMiLIKH
(BEPX, Ph.Eur. 2.2.29)

Jomiuka A

Jomimxa B

Homiuka E

Hesinomi JIOMiLUKH
OKpeMOo

Hesigomi pgomiwiky B

cymi
JloMilkH B cymi

MikpoGionoriuna uucrora
TAMC (Ph.Eur. 2.6.12)
TYMC (Ph.Eur. 2.6.12)
E. coli (Ph.Eur. 2.6.13)

Kinbkicue BU3HAUEHHS

(BEPX, Ph.Eur. 2.2.29)
Ambpoxkcony riapoxiopua

Benzoiina kuciiora

LIMS Lot Num: 83116
Ceptuikar sikocri

OcHoBHa
XpoMarorpami,
AJs ambpokcony
rigpoxnopupxy,  MOBHHHA
CrniBMajaTv 3 IJIAMOIO Ha
XpoMarorpami, OTpUMaHoi
AAsl eTANOHHOTO PO3UHHY,
npu OpiBHAHHI
3abapByieHHs, pO3Mipy Ta
KOeQILiEHTY YTPUMYBAHHS
(Ry) 060X M

nusama Ha
OTpUMaHOY

Yacy yTpuMyBaHHsA TiKiB

OeH30iiHOT  KHCNOTH  Ha
XpomaTorpamMax

BMMpoOyBaHOTO Ta
€TafioHHOro PO3UMHY

NOBMHHI CiBNagaTH

Be3bapBHuii PO3UKH,
3abapBheHHS He Oinbll
iHTEHCHBHE,

€TanoHHKi po3unH B9

HIX

[Tpozopuit  posumn, 3
onajeclUeHlicl0 He Oinblu
{HTEHCHBHOIO, HiX Y
eTaIoHHOT cycnensii |

<0,1 %
<0,5%
<0,1 %
<0,2%

<0,5 %
<1,0%
He 6inbLue Hix 102 KYO/r

He 6inbiue Hix 10" KYO/r
BigcyrHicts/ T

14,25 mr -15,75 mr/ 5 mn
po3uuHy (Big 95 % mo 105

% B  3asBAeHOl
KiIbKOCTI)
52 wMr -6,3 mr/ 5 wmn

po3uuHy (Bin 90 % mo 110

BERLIN-CHEMIE
MENARINI

[To3utHBHO

[To3uTHBHO

Binnosinae

Binnosinae

<0,10 %
0,10 %
<0,10%
<0,10%
<0,10 %
0,10 %
<1 KVYO/r

<1 KVYO/r
Biarnosinae

14,69 mr/ S mn

5,7 Mr/ 5 mn

Cropinka 436

Howmep 3siTy 51732

Jlara npyky: 20/11/2024 11:28
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LIN-CHEI
MENARINI

% Bil 3as1BJEHOT
KIILKOCTI)

YacToTa TECTYBAHHS:

AX: TECTYBAHHS BKIIHOYAE KOXKHY «X» CEPito

Ry: TeCTyBaHHs BUKJIIOUAE KOXKHY «y» Cepit0

1365: TecTyBaHHsA NPOBOAUTLCA OJMH pa3 Ha pik; [180: TecTyBaHHs NMPOBOAMTHCH pa3 Ha niB poky; 190: TecTyBaHHs
NIPOBOAMTLCS KOXKHOrO KBapTany; 130: TecTyBaHHs NPOBOAUTECS KOKHOTO MicsiLs

Cropinka 536
LIMS Lot Num: 83116 Jata apyxy: 20/11/2024 11:28
Ceprudikar sxocti
Howmep 38iTy 51732 LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

[MosicHenns:

ADI: AkTuBHUH (papmMaueBTHUHNHN IHIPeIeHT
[IT: MpomixcHuii npoaykr

MicuesnaxokeHHs BUpoOHHMKa, L0 BUIYCTHB cepito B 06ir: BEPJIIH-XEMI AT, Cninikep Ber 125, 12489 Bepain,
Himeuuuna
Homep niuensii Ha Bupobuuureo ans Yipainu: DE BE 01 MIA 2022 0011

Ceprudirar: Llum s 3acsinuylo, wo uaseacna suule indopmauis € jgocrosipruoio Ta Toduoio. Lo cepiro mpomyxuii Gyio
BUIOTOBJICHO, BIJIOYAIONH NAKYBaHIs/MAPKYBaHHs Ta MPOBEAEHO KOHTPONE 1T IKOCTI Ha BUINC3A3HAUCHAX BUPOGHUUMX ALILHHLAX Y
noruiit pignosianocti 3 Bumoramu HBIT, BCTAaHOBJICHHMHU MICLIEBHM PETyJSTOPHUM OPraHOM, a TAKOXK BIANOBIAHO 10 crieundikalii,
o Micrarses y peecrpautiitiomy gocke. [porokonn BupoGuuursa, nakybauus Ta aHanizis Gyn0 HEperisHyTO Ta BCTAHOBACHO
Bianosiauicrs HBIT.

Lleit ceprudikat BuaaHuii nepesipeHoio komm'oTepHoio cuctemoro LIMS i aificuuii 6e3 ocoGuctoro nianucy.

Cepis Oyna nporectoaHa BiANoBIAHO 10 YMHHOFO CTAHAAPTY TECTyBaHHs. SKicThb Bianosinae cneuundikauir,

Pinanbhuii cratye: BunyueHo

[linnue  meHemkepa 3  kouTpomo  Im’s — Mariac Biciurep Hara — 19/11/2024 16:59:23 (GMT

SKOCTI +1)

[Tiznuc YnosHoBaxeHoi ocobu: Im’st — I-p. Pixapna Xodman Hara — 19/11/2024 17:34:04 (GMT
+1)

[innuc emitenra: Im’st — CeiTnana lynbmeiicrep Harta — 20/11/2024 11:28:27 (GMT
+1)

[Moscuenns popmary patu: dd/MM/yyyy hh:mm [:ss]

Cropitka 636
LIMS Lot Num: 83116 Jara npyky: 20/11/2024 11:28
Ceprudikar skocri
Homep 3sity 51732 LW_ORA_PHARMA_PRD



Product:
Dosage:
Pack Size:

Packaging Type:
Internal Product Code:

Batch no.:

Number of packages (Quantity):

Date of Manufacture:
Date of Analysls:
Country of Destination:
Manufacturer:

Marketing Authorisation n.:
Normative Documentation:

BERLIN-CHEMIE
bV MENARINI

Certificate of Quality
Flavamed®
15 mg/5 ml Pharmaceutical Form:
1 Pack Size Unit:
Bottle
F133858
43020C Analysis Number:
9678 Packages Storage Conditions:
12/08/2024 Date of Expiry:
19/11/2024 Date of Batch Release:
Ukraine Batch Releaser Country:
Berlin-Chemle AG
UA/3581/01/01
N/A

Oral solution
100 ml

83116

This medicinal product
does not require any
special storage
conditions

31/08/2027
19/11/2024
Germany

LIMS Lot Num: 83118

Certificate of Quality

Page 1 of 5

Report Number 51732

Print Date: 20/11/2024 11:28
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M BERLIN-CHEMIE
BV MENARINI

APl Name: Ambroxol hydrochloride

APl Manufacturer Site Information: Shilpa Pharma Lifesclences Ltd. - Deosugur Industrial Area, 584 170 Deosugur,
Raichur District, Karnataka, India

API Manufacturer Batch number: VBNL230349

Manufacturers

Manufacturing site of bulk
Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG
Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2023_ 0045
Number of Certificate of GMP compliance: DE_BE_01_GMP_2023_0079

Manufacturing site of packaging

Manufacturer: Beriin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2023_0045
Number of Certificate of GMP compliance: DE_BE_01_GMP_2023_ 0079

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2023_0045
Number of Certificate of GMP compliance: DE_BE_01_GMP_2023_0079

LIMS Lot Num: 83116 Page 2 of 5 Print Date: 20/11/2024 11:28

Certificate of Quality Report Number 51732 LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

Item Specification Result Testing
Frequency
Appearance (visual) Clear, colouress liquid conforms
Odour {Ph. Eur. 2.3.4) Fruity aroma of raspberries conforms
Nominal filling volume 100 ml conforms
Filling volume (volume
measuremant)
Average filling volume Not less than 100 ml 100 mL
Negative deviation Not exceeding 4.5 ml 0.0mL
pH value (Ph. Eur, 2.2.3) 28-33 34
Relative density (Ph, Eur. 2.2 1.13-1.15 1.14
6)
Refractive index (Ph. Eur. 2.2, 1.392 - 1.395 1.384
6)
Uniformity of dosage units (P
h. Eur. 2.8.27)
Uniformity of dosage units extracted Not more than two individual masses Not tested A10

from a multidose contalner

identification

Ambroxol hydrochloride (HPLC, Ph.
Eur. 2.2.29)

Ambroxo! hydrochloride (TLC, Ph.
Eur. 2.2.27)

Banzoic acld (HPLC, Ph. Eur. 2.2.29)

devlate from the average of not
more than 10 %, and none of them
deviates from the average of more
than 20 %

The peak retention timas of positive
ambroxol hydrochloride in the

chromatogram obtalned with the test and

reference solutions shall match

The principal spot in the positive
chromatogram obtained with ambroxol shall

match the spot in the

chromatogram obtalned with the referance

solution by comparing color, size

and retention factor (Rf) of both

spots

The peak retention times of benzoic positive
acid in the chromatogram

obtained with the test and reference

solutions shall match

LIMS Lot Num: 83116

Certificate of Quality

Page 3 of 5

Report Number §1732

Print Date: 20/11/2024 11:28
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MENARINI

Item Specification Resuit Testing
Frequency
Calour of solution (Ph. Eur. 2.
2.2)
Colour of the solution (Ph. Eur, 2.2.2 Colorless solution colored not more conforms
) Intense than the reference
solution B9
T parence of the aolutl
(Ph. Eur, 2.2.1)
Clarity of solution (Ph. Eur. 2.2.1) Clear solution with opalescence, conforms
which |s not more intense than that
in the reference suspension |
Related compounds (HPLC,
Ph. Eur. 2.2.29)
Impurity A $01% <0,1 %
Impurity B 505% 0.1 %
Impurity E $0.1% <0,1 %
Unknown impurities separately s02% <0,1 %
Total unknown impurities $05% <01 %
Total impurities £1.0% 0.1%
Microbial limlts
TAMC (Ph. Eur. 2.6.12) Not exceeding 10*2 CFU/g <1 CFU/g
TYMC (Ph. Eur. 2.6.12) Not exceeding 1041 CFU/g <1 CFU/g
E. coll (Ph. Eur. 2.6.13) Absencelg conforms
Quantitative contsnt (HPLC,
Ph. Eur. 2.2.28)
Ambroxol hydrochloride 14.25 mg - 15.75 mg/5 ml of the 14.69 mg/5mi
solution (85 % - 105 % of the
clalmed amount)
Benzolc acld 5.2 mg - 6.3 mg/5 ml of the 5.7 mg/5mi
solution (80 % -~ 110 % of the claimed
amount)
Testing Fraqusncy Explanation:

+ A last added evary °X' ot
+Ry: teat ramoved every " lots

+1385: toat porformed onco por year; 1180: test performod half-yessty; 190 test parfonmed quarterly; 130: test performod monthly

LIMS Lot Num: 83116

Certificate of Quality

Page 4 of 5

Report Number 51732

Print Date: 20/11/2024 11:28
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M BERLIN-CHEMIE
VA MENARINI

Explanation Genealogy:
API: Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2022_0011

Cettification: | 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. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

This certificate was Issued by a validated computerised LIMS and Is valid without personal signature.

The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Quality Control Manager Name - Matthias Bissinger Date - 18/11/2024 16:59:23 (GMT +1}
Slgnature:

Quazlified Person Slgnature: Name - Dr. Ricarda Hoffmann Date - 19/11/2024 17:34:04 (GMT +1)
issuer Signature: Name - Swetlana Schulmsister Date - 20/11/2024 11:28:27 (GMT +1)

Date Format Explanation: dd/MM/yyyy hh:mm[:ss]

LIMS Lot Num: 83116 Page 5 of § Print Date: 20/11/2024 11:28

Certificate of Quality Report Number 51732 LW_ORA_PHARMA_PRD
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