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Cepr. Ne: 25005518
M%

Istifuto
De Angeli

A

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

Ceprudukar aHa,im3a 1 COOTBETCTBUA

Ha3panmue npoaykra: JIA3OJIBAH pacTBOp A4 npueMa BHYTPb M MHraasauuii 7,5 mr/ma 100 ma
Poccus

Homep cepuu: 532039A Homep ananusa: 25004983-2 -1
Ipoaykr Ne: 464383 Hdara npousBoacra:  09.09.2025
Cepus nonygpadpukara 532039 Cpok roaHocTH: 08/2028
BIX kon/ymak. Matepuan: @OJIAKOH (M3 TEMHOI'O [laTta meyaTn: 29.09.2025
CTEKIJIA)
Cnenudpukanus 1Jis VVQUALO0389909 3.0+ND Koa 3aka3uunka: 863977
npoBeAeHust ucnbITaHN Ne:
IIponsBoacTBeHHAsN VV-QUAL-0506010 2.0
cneunduxanmus Ne:
PerucrpauunonHoe JITT-Ne(006325)-(PT"-RU) Crpanuna: 1
yaocroBepeHue Ne:
Iloka3areb
Hopma PesyabTar OueHka
Onucanue
[Ipo3paunsbiii OecliBeTHBIN WK ciierka KopudHeBaTblii COOTBETCTBYET C
pacTBop
3anax
[IpakTraeckn 6e3 3amaxa COOTBETCTBYET C

IBeTHOCTHL pacTBOpa
HcneITyeMerit pacTBOp OKparieH He Ooee COOTBETCTBYET C
WHTCHCHUBHO, YeM 3TajoH B~

ITpo3pauHocTh pacTBOpa
[Tpo3pavHbIid WK ONANICCIIEHITUS UCTIBITYEMOTO CooTBeTCTBYET C
pacTBopa He TPEBBIIACT OMAJICCIEHIINIO dTaNoHa |

pH
570 - 635 5,5 C

IoHunkeHUe TOUKHU 3aMepP3aHUs
0,50-0,62 K 0,56 C

OTtHocuTesIbHAsA MII0THOCTH d (20/20)
1,005-1,015 1,011 C

OIHOPOAHOCTH MACCHI

Macca KaKabIX JIBYX /103 HE JOJDKHA OTKIOHSITHCS
Ha Oosee ueM +£10% ot cpenneii Mmaccsl 20 103 1 H1 ofHAa-  COOTBETCTBYET C
HE JOJDKHA OTKJIOHATHCA Ha Oonee yeM +20%

O0BeM comepKUMOro COOTBETCTBYET C
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Istifuto
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Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Utamus
[TpouseoacTeennas muuensus Ne: aM-87/2025 ot 11/07/2025
Ceprudpuxar GMP: 1T/99/H/2025

Ceprudukar aHa,im3a 1 COOTBETCTBUA

Ha3panmue npoaykra: JIA3OJIBAH pacTBOp A4 npueMa BHYTPb M MHraasauuii 7,5 mr/ma 100 ma
Poccus

Homep cepuu: 532039A Homep ananusa: 25004983-2 -1
Ipoaykr Ne: 464383 Hdara npousBoacra:  09.09.2025
Cepus nonygpadpukara 532039 Cpok roaHocTH: 08/2028
BIX kon/ymak. Matepuan: @OJIAKOH (M3 TEMHOI'O [laTta meyaTn: 29.09.2025
CTEKIJIA)

Cnenudpukanus 1Jis VVQUALO0389909 3.0+ND Koa 3aka3uunka: 863977
npoBeAeHust ucnbITaHN Ne:
IIponsBoacTBeHHAsN VV-QUAL-0506010 2.0
cneunduxanmus Ne:
PerucrpauunonHoe JITT-Ne(006325)-(PT"-RU) Ctpanuna: 2
yaocroBepeHue Ne:
Iloka3areb

Hopma PesyabTar OueHka
HopannHOCTH
N-A 872 CL (AM6poxcoJa rugpoxiaopua) (BOXX)

CoOOTBETCTBYET CTaHJAPTHOMY 00pa3iry CoOTBETCTBYET C
N-A 872 CL (Am6poxcoa ruapoxiaopuna) (TCX)

COOTBETCTBYET CTAHIAPTHOMY 00pa3ITy COOTBETCTBYET C
Ben3aakonus xjgopua (BOXX)

CoOOTBETCTBYET CTaHJAPTHOMY 00pa3iry CoOTBETCTBYET C
Benzaakonus xjgopua (TCX)

COOTBETCTBYET CTAHIAPTHOMY 00pa3ILy CoOTBETCTBYET C

Pa3znoxxenune 1elCTBYIOLIEr0 BELIECTBA
N-A 873 CL (BOXX)

<=0,2%
(axBuBanenTHO <= 0,2 % c obpazoannem N-A 8§72 CL) 0,0 C
N-AB 773 XX (BOXX)
<=0,2%
(axBuBanentHo <= 0,3 % c obpazoBanmem N-A 872 CL) 0,0 C
JIrobast npyras etuHU4YHAs npuMech (BOXXX)
<=0,2% 0,0 C
Cymma mpumeceii (BOXX)
<=0,4 % 0,0 C

KoanyecTBenHoe onpenesieHue
N-A 872 CL (Am0poxcoJia rugpoxiopua) (BOXX)

0,713 - 0,787 r/100,0 mn 0,749 C
Benzankonus xaopua (BOXX)

20,25 - 24,75 mr/100,0 M 22,67 C
H3Biexkaemblii 00beM

N3BiekaeMbIii 00beM Ka)KIIOTO U3 UCITBITAHHBIX COOTBETCTBYET C

Q)HaKOHOB HC JOJIKCH OBITH MEHBIIIE HOMUHAJILHOTO 00BEMA U
HC JOJDKCH IIPCBBINIATH HOMMHANIBHBIN 00BeM OoJiee ueM Ha
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Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Utamus
[TpouseoacTeennas muuensus Ne: aM-87/2025 ot 11/07/2025
Ceprudpuxar GMP: 1T/99/H/2025

Ceprudukar aHa,im3a 1 COOTBETCTBUA

Ha3panmue npoaykra: JIA3OJIBAH pacTBOp A4 npueMa BHYTPb M MHraasauuii 7,5 mr/ma 100 ma
Poccus

Homep cepuu: 532039A Homep ananusa: 25004983-2 -1
Ipoaykr Ne: 464383 Hdara npousBoacra:  09.09.2025
Cepus nonygpadpukara 532039 Cpok roaHocTH: 08/2028
BIX kon/ymak. Matepuan: @OJIAKOH (M3 TEMHOI'O [laTta meyaTn: 29.09.2025
CTEKIJIA)

Cnenudpukanus 1Jis VVQUALO0389909 3.0+ND Koa 3aka3uunka: 863977
npoBeAeHust ucnbITaHN Ne:
IIponsBoacTBeHHAsN VV-QUAL-0506010 2.0
cneunduxanmus Ne:
PerucrpauunonHoe JITT-Ne(006325)-(PT"-RU) Crtpanuna: 3
yaocroBepeHue Ne:
Iloka3areb

Hopma PesyabTar OueHka
10%

O61ee YuCI0 a3pOOHBIX MUKPOOPTraHU3MOB
<= 100 KOE/mn 0 C

O011ee YHCI0 APOKAKEBBIX U IIJIECHEBBIX TPUOOB
<= 10 KOE/mx 0 C
Escherichia coli

OrcyrcTBre B 1 Mt OTCyTCTBYIOT C
Staphylococcus aureus o .
OtcyrcTBue B 1 M TCYTCTBYIOT
Pseudomonas aeruginosa o c
OtcyrcTBue B 1 M TCYTCTBYIOT
IJHTEepodaKTepPHUil, yCTOHYUBBIX K KeJTYH
OTCyTCTBYIOT C

OrtcytctBHe B 1 Mt
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Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Utamus
[TpouseoacTeennas muuensus Ne: aM-87/2025 ot 11/07/2025
Ceprudpuxar GMP: 1T/99/H/2025

Ceprudukar aHa,im3a 1 COOTBETCTBUA

Ha3panmue npoaykra: JIA3OJIBAH pacTBOp A4 npueMa BHYTPb M MHraasauuii 7,5 mr/ma 100 ma
Poccus

Homep cepuu: 532039A Homep ananusa: 25004983-2 -1
Ipoaykr Ne: 464383 Hdara npousBoacra:  09.09.2025
Cepus nonygpadpukara 532039 Cpok roaHocTH: 08/2028
BIX kon/ymak. Matepuan: @OJIAKOH (M3 TEMHOI'O [laTta meyaTn: 29.09.2025
CTEKIJIA)

Cnenudpukanus 1Jis VVQUALO0389909 3.0+ND Koa 3aka3uunka: 863977
npoBeAeHust ucnbITaHN Ne:
IIponsBoacTBeHHAsN VV-QUAL-0506010 2.0
cneunduxanmus Ne:
PerucrpauunonHoe JITT-Ne(006325)-(PT"-RU) Crtpanuna: 4
yaocroBepeHue Ne:
Iloka3areb

Hopma PesyabTar OueHka

Pa3mep BrITymenHON cepuu (ex.): 57218

Onenka: CooTBeTCTBYET.

CepTuuKaImoHHOE 3asBIICHUC:

HacTosmuum noaTBep:kaal0, YTO BCe ITANbl MPOU3BOACTBA 3TOH CepUM IOTOBOI MPOAYKIHMM ObLIN
BbINIOJIHEHbI B IOJHOM cooTBeTcTBHH ¢ TpeboBanusmu GMP EC wu TpeGoBaHusimu
PerucTpanuoHHOIO yA0CTOBEPEHHUSI CTPAHBI HA3HAYEHMS.

Istituto De Angeli S.r.1.

YnoiaHOMOYEeHHOE VYTONTHOMOYEHHOE JTUIIO
JIHIIO: <moJmuce>
Hara: Dr. ssa Paola Giori
29.09.2025
00630p cepun (oTaen hapMareBTHIECKOTO Bhiycka): Dr. Beatrice Nannini Hata: 29.09.2025

skokokskok KOHCH oT4yeTa koK skoskok



Cert. No : 25005518

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

Certificate of Analysis and Conformance

Product Name: LASOLVAN 100 ML RU

Batch No.:  532039A No. of Analysis : 25004983 - 2 - 1
Article No. : 464383 Date of Manufacture : 09.09.2025
Semifinished batch 532039 Expiry date: 08/2028

BIX code/ Pack. Mat. : GLASS AMBER BOTTLE Printed on : 29.09.2025
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

50-6,5 55 C
Freezing-point depression

0,50-0,62K 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




Cert. No : 25005518

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (FI)-ltaly
Manufacturing Authorization N°: aM - 87/2025 dated 11/07/2025
GMP Certificate No: 1T/99/H/2025

Certificate of Analysis and Conformance

Product Name: LASOLVAN 100 ML RU
BatchNo.:  532039A

No. of Analysis :

25004983 - 2 - 1

Article No. : 464383 Date of Manufacture : 09.09.2025
Semifinished batch 532039 Expiry date: 08 /2028
BIX code/ Pack. Mat. : GLASS AMBER BOTTLE Printed on : 29.09.2025
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: 2
Test
Specification Result Evaluation
Identification
N-A 872 CL (Ambroxol hydrochloride) (HpLC)
Corresponding to standard Conforms C
N-A 872 CL (Ambroxol hydrochloride) (TLc)
Corresponding to 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 (HPLC)
<=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)
<=02% 0,0 C
Total impurities (HPLC)
<=04 % 0,0 C
Assay
N-A 872 CL (Ambroxol hydrochloride) (HpLC)
0,713 - 0,787 g/100.0 ml 0,749 C
Benzalkonium chloride (HPLC)
20,25 - 24,75 mg/100.0 ml 22,67 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 : 25005518

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

GMP Certificate No: 1T/99/H/2025

Certificate of Analysis and Conformance

Product Name: LASOLVAN 100 ML RU

BatchNo.:  532039A

No. of Analysis :

25004983 - 2 - 1

Article No. : 464383 Date of Manufacture : 09.09.2025
Semifinished batch 532039 Expiry date: 08 /2028
BIX code/ Pack. Mat. : GLASS AMBER BOTTLE Printed on : 29.09.2025
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/ ml 0 C
Total combined yeast/moulds count

<= 10 cfu/ mi 0 C
Pseudomonas aeruginosa

Absentin 1ml Absent C
Staphylococcus aureus

Absent in 1ml Absent C
Escherichia coli

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

Absentin 1 ml Absent C




Cert. No : 25005518

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (Fl)-ltaly

Manufacturing Authorization N°: aM - 87/2025 dated 11/07/2025
GMP Certificate No: [T/99/H/2025

Certificate of Analysis and Conformance

Product Name: LASOLVAN 100 ML RU

Batch No.:  532039A No. of Analysis : 25004983 - 2 - 1
Article No. : 464383 Date of Manufacture : 09.09.2025
Semifinished batch 532039 Expiry date: 08/2028
BIX code/ Pack. Mat. : GLASS AMBER BOTTLE Printed on : 29.09.2025
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: 4

Test

Specification Result Evaluation

Batch quantity released (pcs) : 57218

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.):

iz@t@D& eli s+t

/7 Qualified pe son.8‘ ,

( —F__OCx
Dr\.ssa Paola Giori

Qualified Person: !
Date: 22 09 .2 S

Dr. Beatrice Nannini Date: 29.09.2025

ik End of Report *****



