Cepr. Ne: 19006330

Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (F1)-HMranus

Perucrpaunonnoe ygoctorepenne Ne: aM-136/2018 or 07/11/2018

GMP cepr. NelT/233/H/2018
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Hassanne npoaykra: JIA3OJIBAH pactsop aas npuema BuyTps n unraasiumii 7,5 mr/ma 100 ma GUS

Homep cepun: 932872A Homep anasmsa: 19005897 - 2-1

IpoaykT Ne: 464400 JlaTa npomssoacrsa: 18.10.2019

Cepust noaygadpukara 932872 Cpok roanocru: 10/2024

BIX koa/ynak. MaTtepuaJ: O®JIAKOH (M3 TEMHOTI'O Jdara neuarn: 06.11.2019
CTEKIJIA)

Cneundurkanus s 1015367-843R-01 Koa 3akazunka: 652034

NpoBeAcHHs HenbITami No;
IIponseoacrBennas
cieundurars No:
Perncrpaunonnoe
yiaocrosepenne Ne:

T 0775-01

IIN016159/01

Crpannma: 1

ITokaszaTe)n

Hopma
OnHecanue

ITpo3pauniniii GeclBeTHBIN WK cllerka KOpHIHEeBaTLI it

pacTrop

Janax

ITouTn Heoury THMBbI
llBeTHocThL pacTBOpa

HCﬂb[TyCMblfl pacTBOp OKpalll¢H HE 00J1ee MHTEHCHBHO,

yeM 3Tanod By
Ilpo3paunocTs pacrBopa

[Tpo3paunbIil WK ONAJIECUEHIIHA HCTILITYEMOIO
PAcTEOPA e NPEeBLILLAET OllajleciieHHIo 3Tanona |

pH

5.0-6,5

JlenpeccHst TOUKH 3aMep3aHus
0,50-0,62 K

OTrnocuTenbHasi InoTHoetk d(20/20)

1,005-1,015

IHopinHuHocTh

N-A 872 CL (AM0pokcoJia THAPOXJIOPH/L)
CoOTBETCTBYET CTAHIAPTHOMY 00pasLy

Lenzankonns xJiopua

CooTBeTCTBYET cTanapTHOMY 00pasiy
Pasnoxkenne aeiicrsyiomero semecrsa N-A 872 CL 0,0

¢ odpazopannem N-A 873 CL n
(B2XKX)
<=2,0%

N-AB 773 XX

Pazioxenne AeiicTBYIOIEro BeulecTsa
Jliobas jpyras eaunnunas npuMecs (BOXKX)

<0,2%

Cymma npumeceii (B2KX)
<=2,0%

KOJIII‘-IECTBCIIIIOE OI'Ip(‘Il(EJICIIIIC

N-A 872 CL (AMOpoKcoJa riipoxJiopu)

0,713 - 0,787 r/100,0 mn
Bensanaxonus xaopuj
20,25 - 24,75 mr/100,0 mn

O6wee une/10 aPeOHBIX MHKPOOPraHH3MOB

<= 100 KOE/mn

PesvasTart

Cooreercrryer

CooTBeTCTBYET

CoorseTcTBYET

CooreercTBYeT

5,5
0,56
1,011

COOTBCTCTByeT

CooTeeTCcTBYET

0,0

0,0

0,751

21,90
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Cept. Ne: 1900633

Istifuto ®
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Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Mrannsa
Peructpaunontoe yaoctosepenne Ne: aM-136/2018 ot 07/11/2018
GMP ceprt. NelT/233/H/2018
Ceprudukar anajinza u COOTBETCTRHSI
Haseauue npoaykra: JIASOJIBAH pacrsop s npuema BayTph 1 nuragauuii 7,5 mr/mun 100 ma GUS

Homep cepin: 932872A Homep ananmza: 19005897 - 2-1

IponykTt Ne: 464400 Jlata nponssoacrsea: 18.10.2019

Cepust noaygadpukara 932872 Cpox roanocrn: 10/2024

BIX xoa/ynak. Marepuai: D®JIAKOH (M3 TEMHOI'O JlaTa neuaTn: 06.11.2019
CTEKJIA}

Creunduxauus s 1015367-843R-01 Kox saxaszunka: 652034

NpoBeaeHns uenbiTanmii No:

ITponspoacTEeHHAN T 0775-01

crenduranms Ne:

Perncrpaunonnoe ITN016159/01 Crpannua: 2

yiaocToBepeHne Ne:

IlokazaTean Pesyabrar Ouenka
Hopma

Ofumee YHEI0 IPOAKKCBLIX H IVIECHEBBLIX I'PHGOB 0 C
<= 10 KOE/mn

Pseudomonas aeruginosa OrcyTcTBYET C
OtreyrerBue B 1 Mn

Staphylococcus aureus OT1cyTCcTBYCT C
Otrcyrereue B 1 Mn

Escherichia coli OrcyrerByer C
Oreyrersue B 1 ma

DurepobakTepun u Apyrue rpamorpuuareassie  OTcyTCcTBYET C
OakTepun

OtcyrerBHe B 1 Mn
Pasmep BbIIIyLIEHHON cepuu (e/1.): 57585 - nomep nopmarueroro gokymenta: [1 N016159/01-240310

Ouenka: CooTBeTCTRYET

Cepru(puKallMOHHOE 3asIBJICHHE:

HacTosiium noATBep:K/1a10, 4T0 BCE ITallbl IPOH3BOACTBA YTOH CEPHH FOTOBOI NPOYKIHH
ObLIM BBINOJIHENB] B 1H0JHOM cooTBeTeTBHH ¢ TpeboBanusmu GMP EC u Tpebopanusmu
Perucrpaunonnoro y10cTOBEpeHHs CTPalbl HA3HAYCHHS.

Istituto De Angeli S.r.l.

YnonuomMoueHHOE VY1noJiIHoMOoueHHOE JINLO
JINLO: <NnoJINHChL>
Jlara: Dr. ssa Paola Giori
06/11/2019
Konrpoas kayecTBa cepuu (0T/1e1 Dr. Rogai Alessio Jlara: 06.11.2019

(papMalleBTHYECKOTO BbIITYCKHOIO KOHTPOJISE):

*Hkkk [oper] oTyeTa ¥FFFF




Cert, No; 19006330

Istiiuto De Ange!! S.r.L.-Log, Pruli n. 103/c- 50086 Reggello (Fi)-ltaly
Manufacturing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Certificate No: IT/233/H/2018

o
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De Angeli
@' M’

Certificate of Analysis and Conformance

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

Batch No.:  932872A

No. of Analysis :

19005897 - 2 -1

Article No. : 454400 Date of Manufacture : 18.10.2019
Semifinished batch 932872 Expiry date: 10/2024
BIX code/ Pack. Mat. : BOTTLE (GLASS,AMBER) Printed on : 06.11.2019
Testing Spec. No. : 1015367-843R-01 Customer code: 652034
Manufacturing Spec. No.: T 0775-01
Marketing Authorization No: P N 016159/01
B Page: 1
Test
Specification Resuit 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
Clearer or not more opalescent than reference suspension  Conforms c
I
pH
5,0-65 55 c
Freezing-point depression
0,50-062K 0,56 C
Relative density d(20/20)
1,005-1,015 1,011 C
Identification
N-A 872 CL (Ambroxol hydrochloride)
Corresponding to standard Conforms C
Benzalkonium chloride
Corresponding to standard Conforms c
Active ingredient decomposition N-A 872 CL
to N-A 873 CL and N-AB 773 XX (HPLC) TTracy,;
<=2,0% 0,0 22 i C
Active ingredient decomposition f 5
Any other individual impurity (HPLC) {aifC bu Poccuan |52
<02% ' 0,0 {5l Sancti R o i / c
Total impurities (HPLC) :
<=20% 0,0 c




Cert. No : 19006330

Isfituto De Angeli S.r.L.-Loc. Prullin. 103/c- 50066 Reggelio (FI)-laly

Manufacturing Autharization N°: aM-136/2018 dated 07/11/2018
GMP Certificate No: IT/233/H/2018
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Certificate of Analysis and Conformance

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

Batch No.:  932872A

No. of Analysis :

19005897 - 2 - 1

Article No. : 464400 Date of Manufacture : 18.10.2019
Semifinished batch 932872 Expiry date: 10/2024
BIX code/ Pack. Mat. : BOTTLE (GLASS,AMBER) Printed on : 06.11.2019
Testing Spec. No. : 1015367-843R-01 Customer code: 652034
Manufacturing Spec. No.: T 0775-01
Marketing Authorization No: P N 016159/01
i —————— i —— I Page: 2
Test
Specification Result Evaluation
Assay
N-A 872 CL (Ambroxol hydrochloride)
0,713 -0,787 g/1100.0 ml 0,751 C
Benzalkonium chloride

20,25 - 24,75 mg/100.0 m 21,90 C
Total aerobic microbial count

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

<= 10 cfu ml 0 C
Pseudomonas aeruginosa

Absent in 1ml Absent c
Staphylococcus aureus

Absentin 1ml Absent c
Escherichia coli

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

Absentin 1 ml Absent C




Cert. No ; 19006330
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Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (F1)-taly

Manufacturing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Certificate No: IT/233/HI2018

Certificate of Analysis and Conformance

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

Batch No.:  932872A No. of Analysis : 19005897 - 2 - 1
Article No. : 464400 Date of Manufacture : 18.10.2019
Semifinished batch 932872 Expiry date: 10/2024

BIX codel Pack. Mat. : BOTTLE (GLASS,AMBER) Printed on : 06.11.2019
Testing Spec. No. : 1015367-843R-01 Customer code: 652034

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

Pde: 3

Test

Specification Result .Evaluation

Batch quantity released (pcs) : 57585 - Number of the Normative Document: P N016159/01-240310

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.

Istituto-De Angeli-s.r.|.
Qualified Person;  /~ Quall 3 Person
l . N A o

Date: r.ssa e’ Giorl. ,
OGS
Batch Review (Pharmaceutical Release Dept.): Dr. Rogai Alessio Date: 06.11.2019

****End of Report *****




