Cepr. Ne: 22003182
P
Istituto
De Angeli
e

Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Urams
Perucrpanmonnoe ynocroseperne Ne: aM-81/2020 ot 29/07/2020
GMP ceprt. Ne IT/96/H/2020
CepTudukart aHaIM3a U COOTBETCTBUS
Ha3panue npoaykra: JIA3OJIBAH pacTBop A npuemMa BHYTpb U uHraasnumii 7,5 mr/mia 100 max GUS

Homep cepumn: 231479A Homep ananu3sa: 22002671-2 -1

Ipoaykr Ne: 464400 JlaTa npousBoacTBa: 06.05.2022

Cepus noaydadpukara 231479 Cpok roagnocru: 04/2027

BIX kon/ymak. MaTtepuasn: DIIAKOH (M3 TEMHOTI'O JlaTa neuaTu: 27.05.2022
CTEKIJIA)

Cnenuduxanus s 1015367-843R-01+ND Kopn 3aka3uuka: 652034

NpoBeAeHUs1 MCIbITAHMI Ne:

IIpousBoacTBeHHAsN T 0775-01

cnenudukanusa Ne:

PerncrpanmnonHoe IIN016159/01 Crpanuna: 1

yaocToBepenue Ne:

Ioka3zareasn PesyabTat Ouenka
Hopma

Onucanne

[Ipo3paunsblii GeclBETHBIN MM clierka KopuuyHeBaThli  COOTBETCTBYET C
pacTBop

IIBeTHOCTH pacTBOpa

HcnbiTyeMblid pacTBOp OKpalieH He 0ojiee HHTeHCUBHO, COOTBETCTBYET C

4yeM 3TajioH By

Ipo3payHocTh pacTBOpa

ITpo3padHblii TH ONAIECIIEHITUS UCTIBITYEMOTO CooTBeTCTBYET C
pacTBopa He MPEBBIMIALST OMAJICCIICHIINIO dTaNoHa |

pH

5,0-6,5 5,5 C
OTHocuTeabHas WI0THOCTH d (20/20)

1,005-1,015 1,012 C
IMopnuHHOCTH

N-A 872 CL (AmM0OpoxcoJia ruApoxJopuna) (BoKX

+TCX) CootBercTBYyET C
CoOOTBETCTBYET CTAaHAAPTHOMY 00pa3ILy

Benszankonns xaopua (BOXX+ TCX)

COOTBETCTBYET CTAHIAPTHOMY 00pa3Ily CootBeTcTBYET C
Pa3noxenue peiicreyomero semectsa N-A 872 CL

c oopasoBanueM N-A 873 CL u N-AB 773 XX

(BOXX)

<=2,0% 0,0 C
Pa3nosxkeHue nelicTBYIOLIEro BellecTBa

JIrobas apyrasi enmHu4IHAas1 mpuMech (BOXXX)

<0,2% 0,0 C
Cymma npumeceii (BOXX)

<=2,0% 0,0 C




Cepr. Ne: 22003182
P
Istituto
De Angeli
e

Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Urams
Perucrpanmonnoe ynocroseperne Ne: aM-81/2020 ot 29/07/2020
GMP ceprt. Ne IT/96/H/2020

CepTudukart aHaIM3a U COOTBETCTBUS
Ha3panue npoaykra: JIA3OJIBAH pacTBop A npuemMa BHYTpb U uHraasnumii 7,5 mr/mia 100 max GUS

Homep cepumn: 231479A Homep ananu3sa: 22002671-2 -1

Ipoaykr Ne: 464400 JlaTa npousBoacTBa: 06.05.2022

Cepus noaydadpukara 231479 Cpok roagnocru: 04/2027

BIX kon/ymak. MaTtepuasn: DIIAKOH (M3 TEMHOTI'O JlaTa neuaTu: 27.05.2022
CTEKIJIA)

Cnenuduxanus s 1015367-843R-01+ND Kopn 3aka3uuka: 652034

NpoBeAeHUs1 MCIbITAHMI Ne:

IIpousBoacTBeHHAsN T 0775-01

cnenudukanusa Ne:

PerncrpanmnonHoe IIN016159/01 Crpanuna: 2

yaocToBepenue Ne:

KoanvecTBenHoe onpenesieHne
N-A 872 CL (Am0poxcos1a ruApOXJI0PHN)

0,713 - 0,787 1/100,0 M 0,744 C
Ben3aakonus xjaopujg
20,25 - 24,75 mr/100,0 mi 22,11 C

Pa3mep BemymieHHoM cepun (ex1.): 57454 - nomep HopmaTtusHOU nokymenTaruu: [1 N0O16159/01
Ornenka: CoOTBETCTBYET.

CeprudukalMoHHOE 3asBJICHUE:

HacTosimmM nmoaTBepP:KAaI0, YTO BCe ITANBI MPOM3BOACTBA 3TOH CePHH IOTOBOI MPOAYKIMH ObLIH
BBINIOJIHEHbI B TOJHOM cooTBercTBHM ¢ TpeboBanusMu GMP EC un TpeboBaHusiMu
PerncrpanmoHHOro yxocToBepeHUs] CTPAHBI HA3HAYEHHSI.

Istituto De Angeli S.r.1.

YnonaHoMoueHHOE YNOIHOMOUYEHHOE JIUIO
JINIIO: <HoaIHuCh>
Jlara: Dr. ssa Paola Giori
27.05.2022
00630p cepun (otnen papmareBTHUecKoro Beimycka): Dr. Marilena Fina Hara: 27.05.2022

seskoskoskock KOHCH oTueTa seskoskosksk
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Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (FI)-Haly
Manufacturing Authorization N*: aM-81/2020 dated 29/07/2020
GMP Certificate No; [T/96/H/2020

Certificate of Analysis and Conformance

Product Name: LASOLVAN solution for oral and inhalation use 7.5 mg/ml 100 ML GUS

Batch No.:  231479A No. of Analysis : 22002671 -2 - 1
Atrticle No. ; 464400 Date of Manufacture : 06.05.2022
Semifinished batch 231479 Expiry date: 04 / 2027

BIX code/ Pack, Mat. : BOTTLE {GLASS,AMBER) Printed on : 27,05.2022
Testing Spec. No. : 1015367-843R-01+ ND Customer code: 652034

Manufacturing Spec. No,: T 0775-01
Marketing Authorization No: P N 016159/01

Page: 1
Test
Specification Result Evaluation
Appearance
Clear colourless or slightly brownish solution Conforms c
Colour of the solution
Not more intensely coloured than reference solution B7 Conforms C
Clarity of the solution
Clearer or not more opalescent than reference suspension  Conforms c
I
pH
50-65 55 C
Relative density d{20/20)
1,005- 1,015 1,012 c
Identification
N-A 872 CL (Ambroxol hydrochloride) (TLC +HPLC)
Corresponding to standard : Conforms c
Benzalkonium chloride (TLC +HPLC)
Corresponding to standard Conforms C
Active ingredient decomposition N-A 872 CL
to N-A 873 CL and N-AB 773 XX (HPLC)
<=20% 0,0 C
Active ingredient decomposition
Any other individual impurity (HpLC)
<02% C
Total impurities (HPLC)
<=2,0% c
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Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (Fl)-Italy

Manufacturing Authorization N°: aM-81/2020 dated 29/07/2020

GMP Certificate No: IT/96/H/2020

Certificate of Analysis and Conformance

Product Name: LASOLVAN solution for oral and inhalation use 7.5 mg/ml 100 ML GUS

Batch No.:  231479A No. of Analysis : 22002671 -2 - 1
Article No. : 464400 Date of Manufacture : 06.05.2022
Semifinished batch 231479 Expiry date: 04 /2027

BIX code/ Pack. Mat. : BOTTLE (GLASS,AMBER) Printed on : 27.05.2022
Testing Spec. No. : 1015367-843R-01+ ND Customer code: 652034

Manufacturing Spec. No.: T 0775-01
Marketing Authorization No: P N 016159/01

Page: 2
Test
Specification Result Evaluation
Assay
N-A 872 CL (Ambroxol hydrochloride)
0,713-0,787 g/100.0 ml 0,744 C
Benzalkonium chloride
20,25 - 24,75 mg/100.0 m| 22,11 C
Batch quantity released (pcs) : 57454 - Note: The batch is released only for Russian Federation; Number of the Normative Document: P
N016159/01
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.

Qualified Person:
Date:

Batch Review (Pharmaceutical Release Dept.): Dr. Marilena Fina Date: 27.05.2022

% End of Report *****
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