JIEKJIAPAIIHSI O COOTBETCTBUU

AEKJIAPAHT, MIPUHUMAIOIIUIA JEKJIAPALIHIO O COOTBETCTBUH
AQ "Canogpu Poccus”
3apezucmpupoeano : Mexcpaiionnan uncnexuwz MHC Poccuu Ne39 no 2. Mockee OF'PH 1027739079940 om
19.08.2002
Aopec: 125009, 2 Mocxkea, yn. Tsepcras, 0. 22. Tenegpon:8 (495 721-14-00
B auye: enepanvnviii dupexmop Adaman H.B.
Hosepennoe nuyo: Knoxosa 10.C., doeepennocms 6/w om 01.12.2017

3AABSIET, UTO
nexapcmeerinoe cpedemeo: Jlazonean pacmeop dns npuema eHympe u unzanayuii 7.5 mz/mn 100 mn, graron-

KARETBHUYbL MeMH020 cmekaa (1), 6 komnrexkme cmaxanyuiu mepuwie (1), nauxu kapmounsie, PY Ne IT
NO16159/01 om 28.12.2009 (dama samenvt 01.08.2017) ewtoano AO "Canogu Poccus” cepust 8315004,
napmus 57287 ynaxogor, 200en 0o 01.03.2023, npouseodcmsa Hucmumym oe Auzeau C. p.J, Hmanua, Istituto
de Angeli S.r.L.,Localita. Prulli n. 103/c - 50066 Regello (FI}, Italy, xod OKIIJ[2 21.20.10.255, ko0 TH B3I
3004900002, kowmparm Ne 250/40056192/F-2 om 20.10.2010, unsotic No 9085293573 om 04.06.2018

COOTBETCTBYET TPELOBAHUSIM
ITNOI6159/01-240310 uzm, Mo 1-3

JEKJIAPAITUS IPUHSTA HA OCHOBAHUHA
npomoxon ucnetmanui Ne 1555 0 om 14.06.2018 HJI OO0 HI] "PAPMOFOPOHA", ammecmam

arxpedumayuy POCC RU.0001.2] /140, Cepmughuram POCC IT. @M08.C15913 om 14.06.2018

,JIAPAIIHSI ,I[Eﬁ,(%TBHTEJII:HA ;10 01.03.2023

(,:mm‘w ?’uu b

e, .H. i Knoxkora 10.C.
CBEJIEHUSI O PETUCTPALIUN

OPTAH IO CEPTU®HUKAIIUM, 3APETHCTPUPOBABHIAN J{EKJIAPALIAIO

RA.RU. LI OM08 OPIAH 11O CEPTH®HKAIHH HPOAVKIJHH OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJISI KAYECTBA"

adpec opzanusayuu. 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1, aodpec opzana no
cepmuchurayuu: 115280, POCCHA, eopod Mocwea, yn. Macmeprosa, 0. 4, sm. 5., men.. (495)788-02-88, ge6-

caiim: oykx.pg.
AEKJIAPAIIMSL O COOTBETCTBUH 3APEIHCTPUPOBAHA M POCC IT.®M08. /103591
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Hucturyro ne Anresn C.P.JL. Ipyamm 103/c- 50066
Perrenso (Onopenuns) ~ Uramia

CEPTHOHUKAT AHAIU3A

JIAZQJIBAH pacteop aas npuéma BHYTPb M MATATIANHI 7,5 mr/ ma, 100 M

Cepun: 831500A
Ipoussenen: 30/03/2018
lNogen mo: 03/2023

HI IING16159/01-240310

IHOKA3ATEJIN HOPMbBI PE3YJILTATHI

Onucanve MpospauHbiii, GecUBETHBIA MM  Cnerka  KOpMUHMEBHIN CooreetcTBYET
pacTaop

3anax oYt ReOLWYTUMBINA CooteercreyeT

LiseT pactBopa He bBonee MHTEHCMBHO OKpaLleH, YeM pacTBOp CpPaBHEHMS! CooTBeTCTBYET
B7

po3payYHoCTb pacTeopa Mpo3pauHbii  MNY  OManecueHuMs He Bbille 3TaNCHHON CooTBeTCTBYET
Cy3rieH3mm I

3Hadenne pH 50-6,5 55

oHMXeHre TOUKM 3aMep3aHus 0,50-0,62«k 0,56

OTHOCUTENBHAS MAOTHOCTS 1,005 - 1,015 1,012

d(20/20)

MogNUHHOCTD:

- N-A 872 CL (ambpokcona - CooTBeTCTBYET CTAHAAPTY CootBetcTayeT

FUAPOXNOPHA)

- beHsankoHus xnopunpa - CooTBETCTBYET CTaHAapTy CooTBeTCTBYET

Pacnan akTMBHOro UHrpeaneHta | <= 2,0 % 0,0

N-A 872 CL po N-A 873 CL u N-

AB 773 XX (BIXKX)

Pacnap aktneHoro wHrpeaverTa | <= 0,2 % 0,0

niobas apyras npumecs (BIXX)

CymMa Bcex npumeceit {BIXX) <= 2,0% 0,0

KonnyecteeHHoe onpeaencxme:

- N-A 872 CL (ambpokcona 0,713 - 0,787 r/100,0 Mn 0,751

rmapoxnopuaa)

- beH3ankoHns xnopuaa 20,25 — 24,74 mr/100,0 Mn 21,47

Obuee KOMHECTBO a3poBHbLIX <= 100 KOE/mn 0

MUKPOOPTraHU3MOB

Obluee KONMYECTBO APOXKEBbLIX | <= 10 KOE/MA 0

M NNECHEBLIX rPUBKOB

Pseudomonas aeruginosa Otcyrcreyer B 1 Mn OTcyrcreyer

Staphylococcus aureus CrcytcreyeT 8 1 Mn Orcyrcreyer

Escherichia coli OTtcytcreyer B 1 Mn OTcyrcreyer

IpamaTpuuatensHele bakrepuy, | OtcyTcTayeT B 1 M OtcyTcreyer

YCTOHYUBBIE K XEnuu

HaHBas cepus nexapCcTBEHHOTO NPENApaTa IPOH3BENCHA B TTOMHOM COOTBETCTEHA © TpeboBarusmy GMP

Esponeiickoro Corosa 1 B COOTBETCTBHM C TPeGOBAHHAMMU, 38PErMCTPUPOBAHHLIM B HmnopTupngieﬁ’c:tQ%He.
< B

Pemenue: Bemymen 04/05/2018

N




Cert. No : 18002897
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Isttuto De Angel S.r.L.-Loc. Prufin, 103/c- 50068 Reggelio {F)-aly
Manufacturing Authorization N°: aM-32/2016 de! 02/03/2016

Certificate of Analysis and Conformance

Product Name: LASOLVAN solution for oral and inhalation use 1.5 mg/ml 100 ML GUS

BatchNo.:  831500A No. of Analysls : 18002231 - 2 - 1
Article No. : 464400 Date of Manufacture : 30.03.2018
Semifinished batch 831500 Expiry date; 03/2023

BIX codef Pack. Mat. : BOTTLE (GLASS,AMBER) Printed on : 04.05.2018
Testing Spec. No. : 1015367-843R-01 Custemer code: 652034

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

Page: 1
Tost '
Specification Result - Evaluation

Appearance

Clear colouriess or slightly brownish solufion Conforms C
Odour

Almost imperceptible Conforms c
Colour of the solution

Not mare 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 density d(20/20)

1,006- 1,015 1,012 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 8§72 CL.
to N-A 873 CL and N-AB 773 XX (HPLC)
<= 2,0 % 040

Active ingredient decomposition
Any other individual Impurity (HeLc)
<02% 0,0

Total impurities {HpLC)
<=20% 8.0
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Istifuto De Angall S.r.L.-Loc. Prull n, 103/fc- 50066 Reggelio {Fi)-Haly
Manufacturing Authorization N°: aM-32/2016 dal 02/03/2016

Certificate of Analysis and Conformance

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

BatchNo.:  831500A No. of Analysls : 18002231 - 2- 1
Article No, ; 464400 Date of Manufacture : 30.03.2018
Semlfinished batch 831500 Expiry date: 03 /2023

BIX code/ Pack. Mat. : BOTTLE (GLASS,AMBER) Printed on : 04.05.2018
Testing Spec. No. : 1015367-843R-01 Customer code: 652034

Manufacturing Spec. No.: T 0775-04
Marketing Authorization No: P N 016159/01

Page: 2
Test
Specification Result Evaluation
Assay
N-A 872 CL. (Ambroxol hydrochtoride)
0,713 - 0,787 gM00.0 mi 0,751 C
Benzalkonium chleride
20,25 - 24,76 mg/100.0 m! 2147 C
Total aerobic microbial count
<= 100 cfu/ m! ] C
Total combined yeast/mouids count
<= 10 cfif ml 0 C
Pseudomonas aeruginosa
Absentin 1mi Absent C
Staphylococcus aureus
Absentin 1m! Absent C
Escherichia coli
Absentin 1ml Absent C

Bile-tolerant Gram-negative bacteria
Absentin1mi Absent C




Cert. No ; 18002897

P
Istifuto © ™
De Angeli

Islitito De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggelic (Fi}-ltaly
Manulacturing Authosization N°: aM-32/2016 del 02/03/2016

Certificate of Analysis and Conformance

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

BatchNo.: 831500A No. of Analysis : 18002231-2-1
Article No. : 464400 Date of Manufacture : 30.03.2018
Semifinished batch 831500 Expiry date; 0372023

BiX codef Pack. Mat. : BOTTLE (GLASS AMBER) Printed on : 04.05.2018
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 quantity released (pcs) : 57287 - Number of the Normative Docoment. P NG16159/01-240310

Evaluation : Conforms

Cerfification statement:

I 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. Rogai Alessio Date; 04.05.2018

7 End of Report #+




