AEKJIAPALIINSA O COOTBETCTBHUU

JEKJIAPAHT, IPHHUMAIOUIAN JEKJTAPAITAIO O COOTBETCTBUU

AO "Canogpu Poccun"

3apezucmpuposaro : Mesicpationnas uncnexyus MHC Poccuu Ne39 no 2 Mockee OIPH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenepon:8 (495) 721-14-00

B nuye: Nenepanonorit oupexmop Aoamsn H.B.

Hoeepennoe nuyo: Knorxosa I0.C., dosepernnocms 6/n om 01.12.2017

3ASABJISIET, UTO

nrexapemeennoe cpeocmso: Jlazonrean, pacmeop O npuema enympo u uneaaayuil 7.5 ma/mn 100 ma, gaaron-
KaneabHuybl MeMHo20 cmexna (1), 6 komnrexme cmakansuxy mephsie (1), nauxu xapmonnie, PY Ne IT
N0O16159/01 om 28.12.2009 (oama 3amenvt 01.08.2017) svroano AO "Canohu Poccus”, cepus 8321304,
napmus 57165 ynaxosok, 200en 9o 01.06.2023, npoussodcmea Hucmumym oe Anzeau C.p.JI., Hmanus, Istituto
de Angeli S.rL. Localita. Prulli n. 103/c - 50066 Regello (FI), Italy, koo OKIL/J{2 21.20.10.255, ko0 TH B3]
3004900002, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085301447 om 03.08.2018

COOTBETCTBYET TPEBOBAHU M
IIN0O16159/01-240310 usm. Ne [-3

AEKJTAPALIAA TIPUHSATA HA OCHOBAHHUH
npomoron ucnermanuii Ne 2307 0 om 09.08.2018 HJI OO0 HI] "OAPMOFQOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21@J140, Cepmugpuxam POCC IT. @MO8.C20421 om 09.08.2018

EKJIAPAIIHH 09.08.2018
TBI/ITE.}II:HA I[O 01.06.2023

bV,
/ Knoxoea 10.C.
//ﬂﬁﬁnn% .10

CBEJEHWSI O PETUCTPALIAUA

OPT'AH 110 CEPTUOHUKALINH, 3APETHCTPUPOBABII U JEKJIAPAIIUIO

RA.RU.11®M0O8 OPTAH IO CEPTHDHKALIHH HPONYVKIHH OFIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

aopec opaanusayuu: 115280, 2. Mockea, yr. Macmeprosa, 0. 4, sm. 5, nom. I, kom, 1, adpec opeana no
cepmucpurayuu: 115280, POCCHA, eopoo Mocksa, yr. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, 6e6-
caim: oyrr.pe.

,[[EK.JIAPAIIHH 0 COOTBETCTBHUH ZAPEI'MCTPHPOBAHA N POCC IT.®M08.709718

JATA EITICTPA:L( H 09.08.2018
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SANOFI

Wucturyro ae Asrenn C.P.JL Tpynmm 103/c- 50066
Perrenno (Pnopennus) — ranus

CEPTHO®UKAT AHATH3A

JIA3OJIBAH pactsop ans npuéma BHYTpL H naraxsnait 7,5 mr/ ma, 100 ma

Cepus:  832130A
IMpownzsegen: 22/06/2018
T'open po: 06/2023

HITIN016159/01-240310

MNTOKA3ATEJIN HOPMbBI PE3VJABTATHI
Onucanne Mpo3pauHbIi, GeCUBETHLIN UM CReTKa KOPUYHEBbIN pacTsop | CooTBeTCTBYeT
3anax Moyt HEOWYTHUMBIN CooTBETCTBYET
LiBeT pactsopa He Gonee MHTEHCMBHO OKpalleH, ueM pacTeop cpasHerus B7 | CooTBeTCTBYET
Mpo3padHOCTe pacTeopa Mpo3pautbiil MAM  ONanecleHuns He Bble 3TanoHHON | CooTBETCTBYET

cyanensuu I
3Hayenwe pH 50-6,5 5,6
IMoHMKEHNE TOUKM 3aMep3aHNs 0,50-0,62«k 0,57
OTHOCUTENEHAA NAOTHOCTS 1,005 -1,015 1,012
d(20/20)
MoANMHHOCTL:
- N-A 872 CL. {(ambpokcona - CoOTBETCTBYET CTaHAAPTY CooteeTcTBYET
rMApPOXI0pUa)
~ BeHzankoHus xnopuaa - CooTBETCTBYET CTaHAapTy CooteercyBYET
Pacnaz akTMBHOIO uHrpeanenTa | <= 2,0 % 0,0
N-A 872 CL po N-A 873 CL 1 N-
AB 773 XX (B2XX)
Pacnaa akTMBHOrO uHrpeaveHTa | <= 0,2 % 0,0
moBas gpyras npumecs (BIXX)
CymMmMa Bcex npumecen (BINX) <= 2,0% 0,0
KonuvecTseHHoe onpegensHue:
- N-A 872 CL (ambpokcona 0,713 - 0,787 r/100,0 mn 0,753
ruapoxnopuaa)
- BeHzankouua xaopuaa 20,25 — 24,74 mr/100,0 mn 22,62
Obtuee KonvvecTBO a3pobHbIX <= 100 KOE/mn 8]
MUKPOOPraHU3MoB
ObLee koNMHYECTBO APOXOKEBBIX | <= 10 KOF/Mn 0
W NiecHepbiX F'prbKoB
Pseudomonas aeruginosa OtcyrcreyeT B 1 Mi QOtcyTcrayer
Staphylococcus aureus OtcytcrByeT B 1 MA OrcyrerByeT
Escherichia coli Otcyrctayet B 1 Ma Orcyrcreyer |
FpaMoTpuuaTtensHele 6aktepuy, | OrcytcTeyet 8 1 Mn Orcyrersyet
YCTONHUBBIE K XKEHYMN

HanHas cepus JeKapCTBEHHOrO TIPErapaTa NPOH3BENEHA B IOIIHOM COOTBETCTRIH ¢ TpeGosanmsmy GMP
Epponeiickoro Cot03a M B COOTBETCTBHM ¢ TPeGOBAHWAMH, 32PETHCTPHPOBAHHLIM B HMIOPTHPYIOLIEH cTpaHe.

Peiuenue: Bemyiuen 17/07/2018
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Cert, Mo : 18004622

Istifito

De Angeli
-

Istituta De Angell S.r.L-Loc, Prudli n. 103/c- 50058 Reggefic (Fl}ialy
Manutacturing Authorization N°; aM-32/2016 del 021032018

Certificate of Analysis and Conformance

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

Batch No.:  832130A No. of Analysls : 18004145 - 2 - 1
Article No. : 464400 Date of Manufacture : 22.06.2018
Semifinished batch 832130 Expiry date: 06 /2023

BIX code/ Pack. Mat. : BOTTLE (GLASS AMBER) Printed on : 17.07.2018
Testing Spec. No. ;- 1015367-843R-01 Custorner 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
Odour
Almost imperceplible Conforms c
Colour of the solution
Not more intensely coloured than reference solution B7 Corforms c
Clarity of the solution
G%EWHWMmmmM%wmmmmmmmewwa@m Conferms c
I
pH
5,0- 6,5 5,6 _ c
Freezing-point depression
0,50 -0,62 K 0,57 \ o
Relative density d(20/20)
1,005-1,015 1,012 ¢
|dentification
N-A 872 CL (Ambroxol hydrochioride)
Corresponding to standard Conforms C
Benzalkonlum chlorlde
Gorresponding to standard Conforms C
Active ingredient decomposition N-A 872 CL
to N-A 873 CL and N-AB 773 XX (HpLC)

Active Ingredient decomposition
Any other individual impurity (srLc)
<02% 0,0

Total impurities (HpLc)
<=20% 0,0




Cert. No : 18004522

istiluto Da Angell S.r.L.Los. Prulll n, 103%- 50066 Reggallo {
Manfacturing Authorization N*: aM-32/2016 del 02/03/2016

Istitito &
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.:  832130A No. of Analysis : 18004145 - 2- 1
Article No. : 464400 Date of Manufacture 22.06.2018
Semifinished batch 832130 Expiry date: 06/2023
BIX code/ Pack, Mat. : BOTTLE (GLASS AMBER) Printed on ; 17.07.2018
Testing Spec. No. : 1015367-843R-01 Customer code: 652034
Manufacturing Spec. No.: T 0775-01
Marketing Authorization No: P N 016159/01
Page: 2
Test
Specification Result Evalyation
Assay
N-A 872 CL {Ambroxol hydrochioride)
0,713 - 0,787 0M100.¢ mi 0,753 c
Benzalkonium chloride

20,25 - 24,75 mgH00.0 i 2; 62 C
Total aerobic microbial count

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

<= 10 cfu/ m) 0 C
Pseludomonas asruginosa

Absent in 1mi Absent C
Staphylococcus aureus

Absent in 1ml Absent ¢
Escherichia coli

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

Absentin 1 mi Absent C




Cert. No : 18004622

e
Istifuto®
De Angeli

tstitulo De Angefi S.ri.-Loc. Prullf n. 103/- 50065 Reggelo {Fij-lialy
Manufacturing Authorization 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/ml 100 ML GUS

BatchNo.:  832130A No, of Analysis ; 18004145 -2 -1
Article No. : 464400 Date of Manufacture : 22.06.2018
Semifinished batch 832130 Expiry date: 0672023

BIX code/ Pack. Mat. : BOTTLE (GLASS, AMBER} Printed on : 17.07.2018
Testing Spec. No. 1015367-843R-01 Customer code: 652034

Manufacturing Spec. No.: T 0775-01
Marketing Authorization No: P N 016155/01

Page: 3

Test
Specification Result Evaluation

Batch quantity released (pcs) © 57165 - Number of the Normative Document P NO16159/01-240310

Evaluation : Conforms

Certification statemeant;

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

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

Istitute-Be-Angeii s.r.l.
e )
Qualified Person: ¢ Quelif "/Bﬁi‘sz? -

Date: ,C{)’r.ssa agle Giofi
RIECTS
Batch Review (Pharmaceutical Release Dept ); Dr. Marilena Fina Date: 17.07.2018
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