IEKJAPAITASI O COOTBETCTBHHA

JAEKJIAPAHT, IPHHAMATONIHI AEKJIAPAITAIO O COOTBETCTBUH

AO "Carnogu Poccur"”

Ceedenun o pesucmpayuy opeanusayuu: Mexcpaiionnas uncnexyus Pedepanbroli Hanoz0601 caysctvl Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoernus OF'PH 19.08.2002.

Adpec: 125009, 2. Mocksa, yn. Teepckas, 0. 22, Tenegpon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvheii dupexmop Mowusie O.A.

Hosepennoe auyo: Knorosa FO.C., dosepernocms 6/n om 01.12.2017

3ASBJET, YTO
rexapemeenroe cpedcmeo. Jlasonean, pacmeop Ois npuema Hymps u unzanayuil 7.5 ma/mn 100 mn, gaaron-

KanenbHUybl meMrnozo cmekaa (1), 6 komnnexme cmaxansuxy meprvie (1), nauxu xapmonnwie, PY Ne 1T
N016159/01 om 28.12.2009 (dama samenw 01.08.2017) evidano AQ "Canogpu Poccun”, cepus 8326974,
napmus 57043 ynaxosox, 2o0en 0o 01,10.2023, npouseoocmea Hucmumym de Anzenu C.p.JL, Hmanus, Istituto
de Angeli S.r.L.,Localita. Prulli n. 103/c - 50066 Regello (FJ), Italy, xod OKIT2 21.20.10.255, x0d TH B
3004900002, xoxmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085312656 om 08.11.2018

COOTBETCTBYET TPEBOBAHWIM
ITNGI6159/01-240310 uzm, Ne 1-3

JEKJTAPAITHSA HPUHSITA HA OCHOBAHMH
npomoxon ucnotmanuti No 3384 0 om 15.11.2018 HJT 000 HI] "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.219J140, Cepmugpuxam POCC IT.OM08.C27524 om 15.11.2018

Knoxosa 10.C.
$.HN.0

CBEJEHUSI O PEFTUCTPALIAN

OPI'AH ITO CEPTHOHUKAIIMH, 3APEI'UCTPHPOBABII I JEKJIAPAITITIO

RA.RU. 11 ®M0O8 OPTAH ITO CEPTHOHKALHH TPOOVKI[HH OFL[ECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYXHOH [[EHTP KOHTPOJII KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yr. Macmepxosa, . 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men. :(495)788-02-88, ee6-
caiim. oyxx.pa.

AEKJIAPAITAA O COOTBETCTBHHY 3APETACTPAPOBAHA M POCC RU A-1T. ®M08.4.07205/18
lIATA REF HCTPA[[I’[PI 15.11.2018
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Cepr. No : 18006356
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Istituto De Angeli S.r.L-Loc, Prutli n. 103/¢- 50066 Reggello (FI)-Hranus
Peructpaurionnoe ynocroepense Ne: aM-32/2016 ot 02/03/2016
CepTHHKAT aHANN3A H COOTBETCTBUH
Hassanue npoaykra: JIAZJOJIBAH pacTeop 0018 npHema BEYTPb H nuraaanui 7,5 mr/mn 100 ma GUS

Homep cepun: 832697A Homep anannsa: 18005956 - 2-1

Nponyxr Ne: 464400 Jara npousBoacTea; 02.10.2018

Cepusn nonygpabpuxara £32697 Cpok ropsocru: 10/2023

BIX xon/ynax. MaTepuan: PJIAKOH (M3 TEMHOI'O Jdarta neyartu: 17.10.2018
CTEKJIA)

Cnenmduxanus aos 1015367-843R-01 Kon 3axa3zunka: 652034

{IpOBEREHHA HCNLITaHKl No:

IpoussoacTREHNAR T 0775-01

crenkpricauns Ne:

PerncrpannonHoe P N 016159/01 Crpannna: 1

yaocTosepenrne Ne:

Ioka3zaTenk PesvavTar OueHka
Hopma

Onucanne Co0TBETCTBYET C
[po3paunbiil OecuBeTHBI WAK CHErka KOPHYHEBATDLIH

pacTBop

3anax CoOoTRETCTBYET C
IMouTH HeoWwyTHMEI

HaeTHOCTH pacrBopa CooTBeTCTRYET C

Henpiryemuiit pacTeop oxpaiiieH He S0Ree HHTEHCHBHO,

ueM 3TanoH By

Ipo3paynocts pacTBOpa CooTtBeTcTBYET C
[po3pauHbiii HAK ONaneciieHUKa UCHBITYEMOTO

PACTBOPA HE APERLIIIAST ONAleCLeH K TakoHa |

pH 54 C
5,0-6,5

Jenpecchusi ToukHu 3amep3anns 0,56 C
0,50-0,62 K

OTtHocuTenbHAaA OAOTHOCTL d(20/20) 1,012 C
1,005-1,015

TloaauHHOCTH CooTBeTCTRYET C

N-A 872 CL: (AMOpoKco.1a rHAPOXIOPHT)

CooTreTcTRYET CTaHNapTHOMY 0BpazLy

Bensanxonus xinopua CoorBercTRYET C
COOTBETCTBYET CTaHAAPTHOMY 00pasLy

Pasznowxenne peficreyromero pemectsa N-A §72 CL 0,0 C
¢ oBpa3zoeatnem N-A 873 CL u N-AB 773 XX

{(B3XX)

<=2,0%

PasznoxeHune gefcTBYOIEro BeIeCcTRA 0,0 C
Jw6an apyraa exsgHruHAadg ApuMech (BOXKX)

<0,2%

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

KoanvecrpenHoe onpeaeaeHne 0,742 C
N-A 872 CL (Am6poxcona ruapoxnopua)

0,713 - 0,787 1/100,0 mn

BeHiaakoHuAs XJIOpHA 2241 C
20,25 - 24,75 mr/100,0 Mn

Obimee wHclI0 A3POHHBIX MUKPOOPraiu3iMoR 0 C
<= 100 KOE/ma

06mee YHCA0 APOAKEBLIX H NJIECHEBbIX IPHEOB 0 c

<= 10 KOE/Mn
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Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-HUrtanua
PeructpaiimonHoe yaocroepenme No; aM-32/2016 ot 02/03/2016

CepTHHKaT 2HANN3A H COOTBETCTBHA
Hazpsaune npoayxra: JJASOJIBAH pacreop aist npuema BHYTPE H MBMajasuui 7,5 mr/ma 100 ma GUS

Howmep cepun: 832697A Homep anasmaa: 18005956 - 2-1

Mpoayxr Ne: 464400 Hata nponseoscrsa: 02.10.2018

Cepus noaydabpuxara 832697 Cpoxk rognocTu: 10/2023

BIX xon/ymax. MaTtepuan: GJIAKOH (M3 TEMHOIO JaTta neuaTm: 17.10.2018
CTEKIJIA)

Coeundukanms 1/1s 1015367-843R-01 Koa zaxazunka: 652034

nposeaeHHs HCNLITAHHI Ne;

IlponssoacTBesHas T 0775-01

cneunduxanns Ne;

Perucrpannonnoe PN 016159/01 Crpanuua: 2

yaocrosepeHne Ne:

Hokazatean PesyawTar Ouenka
Hopma

Pseudomonas aeruginosa OrcyTeTryer C
Orcyrcteue B 1 Ma

Staphylococcus aureus OreyreryeT C
OrcytcTBHE B | M

Escherichia eoli Otcyrersyer C
OrcyTereue B | Mn

IHTepo0aKTEPHN M APYTHE MPAMOTPHNATERbHEIE  OTCYTCTBYET C

Gaxtepuu
OtcyrcTHE B | MN
Pazmep Brinyiiennoii cepuu (en.): 57043 - vomep HopMaTHRHOTO DTokyMenta: P NO16159/61-240310

Ouenxa: CooTBercTByeT

CepTrduKauHOHHOE 3asBICHHE:

Hacrosumum noaTeep:kiai, 970 Bee ITANbE NPOU3BOACTBA 3Tol CepHy roTOROH NPOJYKIHA
ObLIM BBINOJIHEHbI B NOJHOM COOTBETCTBHH ¢ TpeSoBanuamu GMP EC u TpeSosannsavu
PerncTpallHoOHHOro YAOCTOBEPEHHS CTPAHBLI HA3HAYECHHS.

Istituto De Angeli S.r.l.

YnonsoMoueHHoe YnoanoMoueHHOE JHIO
JHIO: <HOAIHCL>
Hara: Dr. ssa Paola Giori
17/10/2018
KonTtpons kauectsa cepun (o1aen Dr. Rogai Alessio Hara: 17.10.2018 r.

(hapMaleBTHYECKOI'O BLITYCKHOTO KOHTPOIIN):

* o ok ok Kk KOHeH OTYeTa He ok ok g ok
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Istituto Be Angell S.r.L.-Loc. Prull n, 103/¢- 50066 Reggetic (FI)-taly
Manufacluring Authorization N°: ahd-32/2016 del 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,:  832697A No. of Analysls : 18005956 - 2 - 1
Article No. : 464400 Date of Manufacture ; 02,10.2018
Semifinished hatch 832697 Expiry date: 10/ 2023

BIX code/ Pack. Mat, : BOTTLE (GLASS,AMBER) Printed on : 17.10.2018
Testing Spec. No. : 1016367-843R-01 Customer code: 652034

Manufacturing Spec. No,: T 0775-01
Marketing Authorization No: P N 016158/01

Page: 1
Test
Specification Resuit Evaluation
Appearance
Clear colourless or slightly brownish solufion Confomms c
Odour
Almost imperceplible Conforms c
Colour of the solution
Not more Intensely coloursd than reference solution B7 Conforms ¢
Clarity of the solution
Clearer or not more opalescent than reference suspension  Conforms c
f
pH
£50-86 54 c
Freezing-point depression
0,50-0,62K : 0,56 c
Relative density d(20/20)
4,005+ 1,015 1,012 C
Identification
N-A 872 CL (Ambroxol hydrochioride)
Comasponding to standard Conforms c
Benzalkonlum chloride
Corrasponding to standard Conforms C
Active ingredient decomposition N-A 872 CL,
fo N-A 873 CL and N-AB 773 XX (kpLC)
<=2,0% 0.0 C
Active ingredient decomposition
Any other Individual Impurity (HpLC)
<0,2% 0,0 C

Total Impurities (HpiC)
<=20% 0,0 c



Cert. No : 18006356

istituto De Angelt S.r.L.-Loc, Prulll n, 103/c- 50066 Reggello iF1)taly
Mamufacturing Authorization N*: aM-32/2016 del 02/03/2018
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Certificate of Analysis and Conformance

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

BatchNo,:  832697A

No. of Analysls :

18005956 - 2 - 1

Article No. : 464400 Date of Manufacture : 02.10.2018
Semifinished batch 832697 Expiry date: 1042023
BIX codef Pack, Mat, ; BOTTLE (GLASS,AMBER) Printed on ; 17.10.2018
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 Evaluation
Assay
N-A 872 CL (Ambroxol hydrochloride)
0,743 - 0,787 gf100.0 ml 0,742 c
Benzalkonium chloride

20,25 - 24,75 mg/100.0 ml 2241 c
Total aerobic microbial count

<= 100 ¢fu/ mi 0 c
Total combined yeast/moulds count

<= 10 cfuf/ mi 0 C
Pseudomonas aeruginosa

Absent in 1mi Absent C
Staphylococcus aureus

Absentin 1m! Absent c
Escherichia coli

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

Absentin  ml Ahsent c
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Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggetio (F))-ltaly
Manufacturing Authorization N°: aM-32/2016 del D2/03/2016

Certificate of Analysis and Conformance

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

BatchNo.:  832697A No. of Analysis 18005956 - 2 - 1
Article No. : 464400 Date of Manufacture 02.10.2018
Semifinished batch 832697 Expiry date: 10/2023

BiX code/ Pack. Mat. : BOTTLE (GLASS,AMBER) Printed on : 17.10.2018
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) : 57043 - Number of the Normative Document: P NO6159/01-240310

Evaluation : Conforms

Cerification 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: 17.10.2018

**** End of Report ****



