Cepr. Ne: 19006222

Istifito ®

De Angel!

Istituto De Angeli S.r.L-Loc, Prulli n. 103/¢c- 50066 Reggello (FI)-Mranua
PervcTpauuoHnoe yaoctopepeHue Ne: aM-136/2018 or 07/11/2018
GMP cepr. NelT/233/H/2018
CepTHduKaT aHAIH3A H COOTBETCTBHA
Ha3sanue npoaykra: JIASJOJIBAH pacreop ans npuemMa BHYTPb H HHTaJAAUMI 7,5 mr/ma 100 ma GUS

Homep cepnn: 932871A Homep anasnia; 19006046 —2 - |

IpoayxT Ne: 464400 JaTa npoussoacTea: 23.10.2019

Cepus noaygabpukara 932871 Cpok roaHocTH: 1072024

BIX kog/ynak. MaTtepHasn: DJIAKOH (U3 TEMHOI'O JaTa neuatn: 06.11.2019
CTEKIIA)

Crneustpnraunsa ana 1015367-843R-01 Koa 3axasqika: 652034

npoBeAcHHA HCIbLITAHHI Ne:

INpoxsBoncTBeHHas T 0775-01

cneunduiauna Ne:

PernctpatitioHHoe PN O016159/01 Crpaunna: 1

yaocToBepeHHe Ne:

Moxazatens PeiyabTaTt Ouenka

Hopma

Onucanne CootBeTcTBYET (&

[TpospauHwiii DectBeTHBIH HIK CIETKA KOpPHUHEBATHI i

pacTeop

3anax CooTeeTcTBYET C

ITouTH HeolLyTHMBI

IlpeTHOCTL pacTBOpa

HenwTyempl#i pacTeop oxpaiieH He Gonee HHTeHCHBHO, COOTBETCTBYET C
yeM 3TancH B;

TIpo3pauHOCTL pacTBOpA

ITpo3payHLIit HNH ONAAECLEHUHA HCMBITYEMOrO CooTeeTcTBYET C
PacTBOpa HE MpPEeBbILAET ONANECUSHUHIO 3TafoHa |

pH

5,0-6,5 5,5 C
ToHMAceHE TOYKH 3aMep3aHHTA

0,50-0,62 K 0,56 C
OTtHocHTeNbHAR DOTHOCTL d(20/20)

1,005-1,015 1,011 C
IoanuHHOCTL

N-A 872 CL (AmGpokcosa rupox/cpua) CooTBeTcTBYET C

CoOOTBETCTBYET CTAHAAPTHOMY 0Opa3Ly

BeHlankoHHa xaopua

CooTBeTCTBYST CTAHAAPTHOMY 06pasiyy CootBercTBYET C
Pa3no:xeHne aeiicreytoinero pewecrsa N-A 872 CL

¢ obpasoBannem N-A 873 CL n N-AB 773 XX

(BIXX)

<=2,0% 0,0 (&
PaznoxeHne geiicTBYIOLIEro BellecTBa

Jwo6ana gpyras eqnnuunan npumecs (BDXX)

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

KonnuecvBenHoe onpegenenne
N-A 872 CL (AMGpoKcona raapoxopua)

T

0,713 - 0,787 1/100,0 mn 0,748 C e <
BeH3aKoHHS XJ10pHa ©

20,25 - 24,75 mMr/100,0 Ma 22,28 C '#.canodu P
OO6wee yncno a3polHLIX MHKPOOPraHH3MOB

fi Russia
<= 100 KOE/mn 0 ¢ i) Sanet



Cepr. Ne: 19006222

Istifuto ®
De Angeil
P e

Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Hranua
Perucrpauronnoe ynocropepeHue Ne: aM-136/2018 ot 07/11/2018
GMP cepr. NelT/233/H/2018
CepTndHkKaT AHATH3A H COOTBETCTBHA
Ha3ssanne npoaykra: JIAIOJABAH pacreop 419 npHeMa BHYTPb H HHraasuMii 7,5 mr/ma 100 ma GUS

Homep cepun: 932871 A Homep aHann3a: 19006046 —2 — 1

IMpoaykr Ne: 464400 JlaTa npou3soncrea: 23.10.2019

Cepusn nonypabpukara 932871 Cpok roaHoCTH: 10/2024

BIX woa/ymak, MaTtepnan: DJTAKOH (M3 TEMHOI'O Jara neuatn: 06.11.2019
CTEKIJIA)

Cneundmxaums ans 1015367-843R-01 Kon 3aka3umnka: 652034

nposeaeHns HCMbITAHHIL No:

Ilpon3BoacTBeHHan T 0775-01

cneundnkauna Ne:

Perncrpaunonnoe PN 016159/01 Ctpanuua: 2

YAOCTOBepeHHe Ne:

INokasatens PezvabTaT Ouenka

Hopma

O0wee 9HEN0 JPOAOKEBBIX H NACCHEBHIX TpnboB

== 10 KOE/mn 0 C

Pseudomonas aeruginosa

OvcytcTene B | mMn OTcyTeTByeT C

Staphylococcus aureus

OtcyrcTBne B | Mn OrtcyTeTayeT C

Escherichia coli

Otcyrcreue B | Mn OTtcyTcTByeT C

I'pam-oTpHuaTensHble GaKTepiu, yCTOHYHBLIE B

wes1un

Otcytctue B | Mn OTcyTetByeT C

Pasmep Buinyluennoii cepun (en.): 28047 - nomep HOpMaTHBHOTO AoxyMeHTa: P NO16159/01-240310
Ouenka: CooTBeTETBYET

CeprudukannoHHOe 3asIBICHHE:

HacTosmuMm noaTBepaaale, 4To Bee 3TaNb NPOH3BOACTEA 3TOH CEePHH rOTOBO# NPOAYKIMH
ObIIH BHINOJIHEHBI B MOJHOM COOTBeTCcTBHH ¢ TpeboBannamu GMP EC u TpebGoBanuamu
PerncrpaliHoHHOI0 yI0CTOBEPEHHS CTPAHBI HASHAYEHHS.

Istituto De Angeli S.r.l.

YnonHoMoueHHOe YnoaHoMOUeHHOE NHLIO
JIHLIO: <NOOMHCE™
Hara: Dr. ssa Paola Giori
06.11.2019
KonTpone kauecTa cepuu (otaen Ap. bearpuc Hannuun  Jlara: 06.11.2019

¢dapMaLeBTHYECKOTO BHIIYCKHOTO KOHTPOISA):

o ok o o 3k KOHC].[ OTYeTa o ok s oke



Cort. No : 19006332

Istifuto ®
De Angeli
¢' ’/

Istiuto De Angell S.r.L.-Loc, Prull n, 103/c- 50066 Reggalio (F1)-Haly
Manufacturing Authorization N*: aM-136/2018 dated 07/11/2018
GMP Certficate No: T/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.:  932871A o No. of Analysis : 19006046 - 2 - 1
Article No. : 464400 Date of Manufacture : 23.10.2019
Semifinished batch 832871 Expiry date: 1072024

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

Test
Specification Resulf Evaluation
Appearance
Clear colourless or slightly brownish solution Conforms Cc
Odour
Almost Imperceptible Confomns 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
|
pH
50-65 5,5 C
Freezing-point depression
0,50-0,62K 0,56 c
Relative denslty d{20/20)
1,005- 1,015 1,011 c
Identiflcation
N-A 872 CL. {Ambroxol hydrochlorlde)
Corresponding to standard Conforms c
Benzalkonium chlorlde
Corresponding to standard Conforms C
Active ingredlent decomposition N-A 872 CL
to N-A 873 CL and N-AB 773 XX (HeLC)
<=20% 0,0 C
KAYE
j A <
Actlive Ingredient decomposition
Any other individual Impurlty {HpLC) Canoth POC
<0,2% 0,0 Tnofl fussia
Total impurities (HpLC) A\

<=20% 0.0 = S



Cart. No : 19006332

Istfuto Do Angell S.r.L.-Loc. Prulli n. 103/c- 50066 Reggelio (FI)-taly
Manulacluring Authorization N°; ah-136/2018 daled 0711112018

GMP Certificate No: ITf233H/2018

Istifuto ®

De Angeli
-

Certificate of Analysis and Conformance

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

BatchNo.:  932871A

Article No. : 464400
Semifinished batch 932871

BIX code/ Pack. Mat. : BOTTLE (GLASS AMBER)
Testing Spec. No. 1015367-843R-01

Manufacturing Spec. No.: T 0775-01

Marketing Authorization No: P N 016159/01

No. of Analysis : 19006046 - 2- 1
Date of Manufacture : 23.10.2019
Expiry date: 1072024
Printed on : 06.11.2019
Customer code: 652034

Tost
Specification

Assay

N-A 872 CL. {Ambroxol hydrochloride)

0,713 - 0,787 ¢/100.0 ml

Benzalkonlum ¢hloride
20,25 - 24,75 mg/100.0 mi

Total aerobic microblal count
<= 100 cfu/ ml

Total combined yeast/moulds count
<= 10 ¢fu/ml

Pseudomonas aeruginosa
Absent in 1ml

Staphylococcus aureus
Absent In 1mi

Escherichia coli
Absentin Iml

Blle-tolerant Gram-negative bacteria
Absantin 1 ml

Result

0,748

22,28

Absent

Absent

Absent

Absant

e, POgo:2.

Evaluation



Cert. No : 19006332

Istifuto ®

De Angeﬂ
-

Isiituto De Angeli S.r.L.-Loc. Pruli n. 103fc- 50066 Reggello (FI)-taly
Manulacturing Authorization N°: aM-136/2018 dated 071112018
GMP Certfficate No: IT/233/H/2018

Certificate of Analysis and Conformance

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

Batch No.:  932871A _ No. of Analysis : 19006046 - 2- 1
Article No. : 464400 Date of Manufacture : 23.10.2019
Semifinished batch 932871 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

— Page:3__

Test
Specification Result Evaluation

Batch duantity released (pcs) : 28047 Number of the Normative Document: P N016158/01-240310

Evaluation : ' Conforms

Certification statement

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full

compiiance with the GMP requirements of the EU, and with the requirements of the Marketing Authorisation of the
destination country.

Isti r$.rl.

Qualified Person: Qual Pmt,, .
= br ssa lﬁ?on .
06 1L (<
Batch Review {Pharmaceutical Release Dept.): Dr. Beatrice Nannini Date; 06.11.2019
**** End of Report ™ .
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