Cepr. Ne: 25005810

FAREVA

ISTITUTO DE ANGELI

Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Utanus
[Tpoussoacreennas muuensust Ne: aM-87/2025 ot 11/07/2025
Ceprudpuxar GMP: 1T/99/H/2025

Ceprudukar aHajausza 1 COOTBETCTBHUS

Haspanne npoaykra: JIA3OJIBAH 100 ma Poccus

Homep cepuu: 532296A Homep ananu3za: 25005365-2 -1
IpoaykT Ne: 464383 Jdara nmpousBoacTrea:  29.09.2025
Cepus nonygadpukara 532296 Cpok rogaocru: 08/2028
BIX kox/ymak. Matepuana: ®JIAKOH (M3 TEMHOI'O Jlata neuaTu: 10.10.2025
CTEKIJIA)
Cneuudpuxanus s VVQUALO0389909 3.0+ND Kona 3aka3zuuka: 863977
NpoBedeHUus ucnbITaHuii Ne:
IIponsBoacTBeHHAN VV-QUAL-0506010 2.0
crennpuranus Ne:
PerucrpauunonHoe JITI-Ne(006325)-(PT'-RU) Crtpanuna: 1
yaocroBepenue Ne:
IToka3zaTeb
Hopma Pe3yabTar Ouenka
Onucanue
[Ipo3paunblii OecBETHBIN WK clierka KopuuHeBaTeli COOTBETCTBYET C
pacTBop
3anmax
[IpakTrueckm Oe3 3amaxa CoOTBETCTBYET C

I{BeTHOCTHL pacTBOpa
HcnbiTyemblil pacTBOp OKpallieH He Oomee CooTBeTCTBYET C
WHTCHCHUBHO, YeM 2TajIoH B

IIpo3pauynocTs pacTBOpa
[Tpo3pavnblii WK ONANIECIICHIHS UCTIBITYEMOTO CooTBeTcTBYyET C
pacTBopa He MPEBBIIIACT OMAICCIEHIINIO 3TAT0oHA |

pH
5,0-6,5 5,5 C

Ilonm:keHne TOYKH 3aMep3aHus
0,50-0,62 K 0,56 C

OTtHocuTeabHasi mjaoTHOCTH d (20/20)
1,005-1,015 1,011 C

OIHOPOIHOCTH MACChI

Macca Kax/JIpIX JIBYX 703 HE JJOJDKHA OTKIIOHSATHCS
Ha Oonee ueM £10% ot cpeaneit Mmaccol 20 103 1 HA ofHa-  COOTBETCTBYET C
HE JOJKHA OTKJIOHATHCSA Ha Oonee ueM +20%

O0BeM coaepKuMOoro CoOTBETCTBYET C
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Ceprudpuxar GMP: 1T/99/H/2025

Ceprudukar aHajausza 1 COOTBETCTBHUS

Haspanne npoaykra: JIA3OJIBAH 100 ma Poccus

FAREVA

ISTITUTO DE ANGELI

Homep cepuu: 532296A Homep ananu3za: 25005365-2 -1
IpoaykT Ne: 464383 Jdara nmpousBoacTrea:  29.09.2025
Cepus nonygpadpukara 532296 Cpok rogaocru: 08/2028
BIX kox/ymak. Matepuana: ®JIAKOH (M3 TEMHOI'O Jlata neuaTu: 10.10.2025
CTEKIJIA)

Cneuudpuxanus s VVQUALO0389909 3.0+ND Kona 3aka3zuuka: 863977
NpoBedeHUus ucnbITaHuii Ne:
IIponsBoacTBeHHAN VV-QUAL-0506010 2.0
crennpuranus Ne:
PerucrpauunonHoe JITI-Ne(006325)-(PT'-RU) Crtpanuna: 2
yaocroBepenue Ne:
IToka3zaTeb

Hopma Pe3yabTar Ouenka
MopnunHOCTH
N-A 872 CL (Am0poxconaa ruapoxopun) (BOXKX)

COOTBETCTBYET CTAHAAPTHOMY 00pa3Iy CoOTBETCTBYET C
N-A 872 CL (AmopoxcoJa ruapoxiaopun) (TCX)

CoOTBETCTBYET CTaHJAPTHOMY 00pa3iry CoOoTBEeTCTBYET C
Benzankonus xjgopua (B2XX)

COOTBETCTBYET CTAHAAPTHOMY 00pa3Iy CoOTBETCTBYET C
Ben3ankonus xiaopun (TCX)

CoOTBETCTBYET CTaHAPTHOMY 00pa3iry CoOoTBETCTBYET C
Pa3no:keHue neiicTByIOlIero BellecTBa

N-A 873 CL (BOXX)

<=0,2%
(axBuBanenTHO <= 0,2 % c oOpazoBanuem N-A 872 CL) 0,0 C

N-AB 773 XX (BOXX)

<=0,2%
(oxBuBanenTHO <= 0,3 % c o6pazoBanuem N-A 8§72 CL) 0,0 C
Jlio6as npyras exunuuHas npumech (BOXKX)

<=0,2% 0,0 C
Cymma npumeceii (B2XKX)

<=0,4% 0,0 C
KonuyecTBeHHOE onpeaeneHue

N-A 872 CL (Am0poxkcoJa ruapoxiopun) (BOXX)

0,713 - 0,787 1/100,0 M 0,746 C
Benzaaxonus xaopua (BOXX)

20,25 - 24,75 mr/100,0 mn 22,60 C
H3BaexaeMblii 00bemM

W3BrekaeMblil 00bEM KaXKI0TO U3 UCIIBITAHHBIX CoOoTBEeTCTBYET C

(1aKOHOB HE TOJDKEH OBITH MEHbIIIE HOMHHAIFHOTO 00beMa 1
HE JIOJDKEH NPEBbIIIAaTh HOMUHAJIBHBIN 00beM Oolee ueM Ha
10%
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IIponsBoacTBeHHAN VV-QUAL-0506010 2.0
crennpuranus Ne:
PerucrpauunonHoe JITI-Ne(006325)-(PT'-RU) Crtpanuna: 3
yaocroBepenue Ne:
IToka3zaTeb

Hopma Pe3yabTar Ouenka

Oo0mee YK CJI0 A3POOHBIX MUKPOOPTaHN3MOB
<= 100 KOE/mn 0 C

Oo01mee YHCJIO IPOKKEBBIX H IIJIECHEBBIX TPUOOB
<=10 KOE/mn 0 C
Escherichia coli

OrcyrerBue B 1 M OrcyTcTBYIOT C
Staphylococcus aureus o .
OtcyrcTBHe B 1 M TCYTCTBYIOT
Pseudomonas aeruginosa o c
OtcytctBue B 1 M1 TCYTCTBYIOT
IJHTEepOodAKTEPUH, YCTOHYNBBIX K KeT4YH
OTCyTCTBYIOT C
y Y

OtcytctBue B 1 M1
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Hopma Pe3yabTar Ouenka

Pasmep BeImymieHHo# cepu (ex.): 57540

Onenka: CoOTBETCTBYeT.

CeprudukainoHHOE 3asIBICHHE:

HacTosimum nmoATBep:KIa10, YTO BCe ITANbl MPOU3BOJACTBA ITOIl CEPUU TOTOBOI NMPOAYKIUH OBLIU
BBINMOJTHEHBI B TOJHOM cooTBeTcTBUH ¢ TpeGoBanusimu GMP EC u TpeGoBaHusiMH
PerncTpanuoHHOI0 yI0CTOBEPEHHUSI CTPAHBI HA3HAYEHHUSI.

Istituto De Angeli S.r.1.

YHonHOMO4YEHHOE YOITHOMOYEHHOE JIUII0
JIUIIO: <moAnuce>
Hara: Dr. ssa Paola Giori
10.10.2025
00630p cepuu (oTnen papmanepTudeckoro Beimycka): Dr. Beatrice Nannini Hata: 10.10.2025

Aokokskok KOHCH oTyeTa ookokoskok



Cert. No : 25005810

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (F!)-ltaly
Manufacturing Authorization N°: aM - 87/2025 dated 11/07/2025
GMP Certificate No: IT/99/H/2025

FAREVA

- ASTITUTO DE ANGEL

Certificate of Analysis and Conformance

Product Name: LASOLVAN 100 ML RU
BatchNo.:  532296A

No. of Analysis :

25005365 - 2 - 1

Article No. : 464383 Date of Manufacture : 29.09.2025
Semifinished batch 532296 Expiry date: 08 /2028
BIX code/ Pack. Mat. : GLASS AMBER BOTTLE Printed on : 10.10.2025
Testing Spec. No. : VVQUAL0389909 3.0+ND Customer code: 863977
Manufacturing Spec. No. :  VV-QUAL-0506010 2.0
Marketing Authorization No: LP-N(006325)-(RG-RU)
Page: 1
Test
Specification Result Evaluation

Appearance

Clear colourless or slightly brownish solution Conforms C
Odour

Almost imperceptible Conforms C
Colour of the solution

Not more intensely coloured than reference solution B7 Conforms C
Clarity of the solution

Clear or not more opalescent than reference suspension |~ Conforms C
pH

5,0-86,5 5,5 C
Freezing-point depression

0,50 - 0,62 K 0,56 C
Relative density d(20/20)

1,005 - 1,015 1,011 C
Uniformity of delivered mass

Not more than 2 of the individual masses deviate from the ~ Conforms C

average mass of 20 doses by more than 10% and none

deviates by more than 20%.
Volume of contents

Conforms C
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Istituto De Angeli S.r.L.-Loc. Prulii n. 103/c- 50066 Reggello (Fl)-ltaly
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FAREVA

ISTITUTO DE ANGEL

Certificate of Analysis and Conformance

Product Name: LASOLVAN 100 ML RU
BatchNo.:  532296A

No. of Analysis : 25005365 - 2 - 1

Atrticle No. : 464383 Date of Manufacture : 29.09.2025
Semifinished batch 532296 Expiry date: 08 /2028
BIX code/ Pack. Mat. : GLASS AMBER BOTTLE Printed on : 10.10.2025
Testing Spec. No. : VVQUAL0389909 3.0+ND Customer code: 863977
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Page: 2
Test
Specification Result Evaluation
Identification
N-A 872 CL (Ambroxol hydrochloride) (HpLC)
Corresponding to standard Conforms C
N-A 872 CL (Ambroxol hydrochloride) (Tic)
Corresponding o standard Conforms C
Benzalkonium chloride (HPLC)
Corresponding to standard Conforms C
Benzalkonium chloride (TLC)
Corresponding to standard Conforms C
Active ingredient decomposition
N-A 873 CL (HrLC)
<=0,2% 0,0 C
(Equivalent to <=0.2% degraded N-A 872 CL)
N-AB 773 XX (HPLC)
<=0,2% 0,0 C
(Equivalent to <=0.3% degraded N-A 872 CL)
Any other individual impurity (HpLC)
<=0,2% 0,0 C
Total impurities (HPLC)
<=0,4% 0,0 C
Assay
N-A 872 CL (Ambroxol hydrochloride) (HPLC)
0,713 - 0,787 g/100.0 ml 0,746 C
Benzalkonium chloride (HPLC)
20,25 - 24,75 mg/100.0 ml 22,60 C
Extractable volume
The extractable volume of each of the tested bottles is NLT ~ Conforms C

the nominal volume and exceeds the nominal volume by

NMT 10%




Cert. No : 25005810

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (Fl)-italy
Manufacturing Authorization N°: aM - 87/2025 dated 11/07/2025

GMP Certificate No: IT/39/H/2025

FAREVA

IETIVUTO GE ANMGEL

Certificate of Analysis and Conformance

Product Name: LASOLVAN 100 ML RU

Batch No.:  532296A

No. of Analysis :

25005365 - 2 - 1

Article No. : 464383 Date of Manufacture : 29.09.2025
Semifinished batch 532296 Expiry date: 08/2028
BIX code/ Pack. Mat. : GLASS AMBER BOTTLE Printed on : 10.10.2025
Testing Spec. No. : VVQUAL0389909 3.0+ND Customer code: 863977
Manufacturing Spec. No.:  VV-QUAL-0506010 2.0
Marketing Authorization No: LP-N(006325)-(RG-RU)
Page: 3
Test
Specification Result Evaluation

Total aerobic microbial count

<= 100 cfu/ mi 0 C
Total combined yeast/moulds count

<= 10 cfu/ ml 0 c
Pseudomonas aeruginosa

Absentin 1ml Absent c
Staphylococcus aureus

Absentin 1ml Absent c
Escherichia coli

Absentin 1ml Absent C
Bile-tolerant Gram-negative bacteria

Absentin 1 ml Absent C




Cert. No : 25005810

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (F1)-Italy
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Page: 4

Test

Specification Result Evaluation

Batch quantity released (pcs) : 57540

Evaluation : Conforms

Certification statement:

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU, and with the requirements of the Marketing Authorisation of the

destination country.

Batch Review (Pharmaceutical Release Dept.):

Qualified Person:
Date:

Istituto De Angeli-srt——
" QualifiegPprson_
\ \ -

[ (A,
Dr.ssa Raefa Gior( o
[ 5.0o 45>

Dr. Beatrice Nannini Date: 10.10.2025

kkkkk End Of Report Kkkkk



