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Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Uramus
Perucrpannonnoe ymocrosepenne Ne: aM-136/2018 ot 07/11/2018
GMP cepr. NelT/233/H/2018

CepTudukart aHaIM3a U COOTBETCTBUS
Hazsanmue npoaykra: JIA3SOJIBAH pacTBop a4 npuemMa BHYTPb H HHragsiumii 7,5 mr/ma 100 ma GUS

Howmep cepumn: 032748A Homep ananu3sa: 20006937-2-1

Ipoaykr Ne: 464400 JlaTa npousBoacTBa: 03.11.2020

Cepus noaydadpukara 032748 Cpok roagnocru: 10/2025

BIX koa/ynak. MaTtepuaJ: ®JIAKOH (M3 TEMHOI'O JlaTa meyaTu: 17.12.2020
CTEKJIA)

Cnenuduxanus s 1015367-843R-01+ND Kox 3aka3unka: 652034

NpoBeAeHUs1 MCIbITAHMI Ne:

IIpousBoacTBeHHAsN T 0775-01

cnenudukanusa Ne:

PerucrpannonHoe IT N 016159/01 Crpannuna: 1

yaocToBepenue Ne:

Ilokasarean PesyabTat Ouenka
Hopma

Onucanne

[Ipo3paunsblii GeclBETHBIN MM clierka KopuuyHeBaThli  COOTBETCTBYET Cc
pacTBop

IIBeTHOCTH pacTBOpa

HcnbiTyemslit pacTBOp OKpalleH He 6osee HHTeHCHBHO, COOTBETCTBYET c

4eM 3TalloH B7

IIpo3payHocTs pacTBOpa

[Ipo3payHsIil NIy ONaneceHINs HCIIBITYEMOTO CooTBeTcTByeT c
pacTBOpa He IPEeBBIIACT ONAIECLIEHIHNIO 3TaJoHa |

pH

50-6,5 55 C
OtHocutenabHas mwioTHocTh d (20/20)

1,005-1,015 1,012 C
IMopnuuHOCTHL

N-A 872 CL (AmM6poxcoJia ruapoxaopun) (BIKX

+TCX) CootBercTBYyET Cc
CoOOTBETCTBYET CTAaHAAPTHOMY 00pa3ILy

Ben3zaakonust Xa0pua (BOXX+ TCX)
CoO0TBeTCTBYET CTaHAAPTHOMY 00pasiy CootBercTBYyET Cc
Pazno:xenne neiicrByionero Bemecrsa N-A 872 CL

c oopazoBanuem N-A 873 CL u N-AB 773 XX

(BOXX)

<=2,0% 0,0
Pa3no:keHue AelicTBYIOIIEro BelIecTBa

JIrobas apyrasi enmHu4IHAas1 mpuMech (BOXXX)

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

<=2,0% 0,0
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Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Uramus
Perucrpannonnoe ymocrosepenne Ne: aM-136/2018 ot 07/11/2018
GMP cept. NelT/233/H/2018
CepTudukart aHaIM3a U COOTBETCTBUS
Hazsanmue npoaykra: JIA3SOJIBAH pacTBop a4 npuemMa BHYTPb H HHragsiumii 7,5 mr/ma 100 ma GUS

Howmep cepumn: 032748A Homep ananu3sa: 20006937-2-1

Ipoaykr Ne: 464400 JlaTa npousBoacTBa: 03.11.2020

Cepus noaydadpukara 032748 Cpok roagnocru: 10/2025

BIX koa/ynak. MaTtepuaJ: ®JIAKOH (M3 TEMHOI'O JlaTa meyaTu: 17.12.2020
CTEKJIA)

Cnenuduxanus s 1015367-843R-01+ND Kox 3aka3unka: 652034

NpoBeAeHUs1 MCIbITAHMI Ne:

IIpousBoacTBeHHAsN T 0775-01

cnenudukanusa Ne:

PerucrpannonHoe IT N 016159/01 Crpannuna: 2

yaocToBepenue Ne:

KoanvecTBenHoe onpenesieHne
N-A 872 CL (AMOpoxcoJia rHAPOXJIOPH)

0,713 - 0,787 1/100,0 M 0,746 C
Ben3aakonus xjaopujg
20,25 - 24,75 mr/100,0 ma 22,50 C

Pasmep BoinyinenHoi cepun (ex.): 58457- nomep Hopmarusroii gokymenranuu: I1 N016159/01
Ornenka: CoOTBETCTBYET.

CepTudukainoHHOE 3asBICHUE:

HacrossmuuM noarBep:kaar0, 4To Bee ITANbI IPOU3BOACTBA 3TOI CEPUU IOTOBOM NPOAYKIHHU
ObLIM BBINOJHEHBI B MOJHOM co0TBeTcTBUM ¢ TpeboBaHusiMu GMP EC u TtpeGoBanusimu
PerncrpannoHHOro y10cToBepeHHusi CTPaHbl HA3HAYCHHS.

Istituto De Angeli S.r.1.

Y1oaHoMo4eHHOE VY1oaHOMOYEHHOE JIMIO
JINIIO: <IIOJITUCH>
Jlara: Dr. ssa Paola Giori
07.12.2020
00630p cepun (oTaea apMareBTHIECKOTO Dr. Beatrice Nannini Mara: 07.12.2020

BBIITYCKa):

skookskokosk KOHCH oTyeTa skookskokosk
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Istituto De Angali S,r.L.-Loc, Prulli n. 103/c- 50066 Reggellc (Fl)-ltaly
Manufacturing Autherizatlon N°; aM-81/202C dated 29/07/2020
GMP Cerlificate No: IT/96/H/2020

Certificate of Analysis and Conformance

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

Batch No.:  032748A No. of Analysis : 20006937 - 2- 1
Article No. 464400 Date of Manufacture : 03.11.2020
Semifinished batch 032748 Expiry date: 10/ 2025

BiX code/ Pack. Mat. : BOTTLE (GLASS,AMBER) Printed on : 07.12.2020
Testing Spec. No. : 1015367-843R-01+ ND Customer 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
Colour of the solution
Not more intensely colourad than reference solution BY Conforms c
Clarity of the solution
Clearer or not more opalescent than reference suspension  Conforms C
|
pH
50-65 55 C
Relative density d(20/20)
1,006 - 1,015 1,012 c
ldentification
N-A 872 CL (Ambroxol hydrochioride) (TLC +HPLC)
Corresponding to standard Conforms c
Benzalkonium chloride {TLC +HPLC)
Corresponding to standard Conforms c
Active ingredient decomposition N-A 872 CL
o N-A 873 CL and N-AB 773 XX (HFLC)
<=2,0% 0,0 C
Active ingredient decomposition
Any other individual impurity (HPLC)
<0,2% 0,0 C

Total iImpurities (HPLC)
<=20% 0,0 c
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Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (Fl)-ltaly
Manufacturing Authorization N°; aM-81/2020 dated 29/07/2020
GMP Certificate No: IT/96/H/2020

Certificate of Analysis and Conformance

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

Batch No.:  032748A No. of Analysis : 20006937 - 2 - 1
Article No. : 464400 Date of Manufacture : 03.11.2020
Semifinished batch 032748 Expiry date: 1012025

BIX code/ Pack. Mat. : BOTTLE (GLASS,AMBER) Printed on : 07.12.2020
Testing Spec. No. : 1015367-843R-01+ ND 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)
0,713 - 0,787 g/100.0 m| 0,746 G
Benzalkonium chloride
20,25 - 24,75 mg/100.0 ml 22,50 C

Batch quantity released (pcs) : 58457 Number of the Normative Document; P N016159/01

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.

T
Qualified Person: 5 , /J
et - Bramspanitin
il - '}:\ \E‘\‘?pri?ufzf ; L’)
4 /r]
Batch Review (Pharmaceutical Release Dept.): Dr. Beatrice Nannini Date: 07.12.2020

L] End Of Report Fedekvek



	652034-032748A
	386и-21_194368_Лазолван 032748A
	652034-032748A.pdf



