Cepr. Ne: 22001978

Wnctutyto ne Anrenu C.p.J1. Jlok. [Ipymmm 103/c- 50066
Perremno (®nopenuust) — Uranus

TIpousBoacTeennas nuuensus Ne: aM-81/2020 ot 29/07/2020
GMP cepruduxar Ne IT/96/H/2020

M@
Istifuto @
De Angeli
g

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3panue npenapara:

JIA30JIBAH PUHO cnpeii Ha3aJbHBII 103UpoBaHHbIi 82 MKr/n03a, 10 ma RU

Cepus Ne: 231195A Ne ananuza: 22001495-2-1
Aptukya Ne: 464396 Jara npomsBoacrea:  14.03.2022
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 231195 Cpok roagnocru: 02/2025
BIX koa/ YnakoBoUYHbIii MaTepuaJ: ®1akoH (CTEKJISTHHBIH ) HaneuaTtaHo: 05.04.2022
TecroBasi cnenupuranms Ne: 79877 P510A00101+ND Kog 3aka3zunka: 652236
IMpousBoacTBeHHasi cienupUuKaANUs 79877 _P330A00201
Ne:
Perucrpanuonnoe ynocropepenue Ne:  I1N015956/01
Crpannna: 1
HcnbiTanue Crnenuduxanus PesvabTat Ouenka
Onucanue
IIpo3paunslii, O1eAHO-KEATOrO L{BETA PACTBOP, B CootBeTcTByET C
CTCKIIITHHBIX (bJ'[aKOHaX 13 CTEKJIa KOPUIHEBOI'O 1IBETA
C JO3UPYIOIIHUM YCTPOUCTBOM
3anax
3anax BKaIuNTa CoOTBEeTCTBYET C
IBet pacTBOpa
He Gosee MHTEHCUBHO OKpalleH, Y4eM PacTBOP CooTBeTCTBYET C
cpaBHeHus BY7
IIpo3pauHocTh pacTBOpa
IMpo3pa4nbiil iy onanecueHus He Bbille 3TanoHHOH  COOTBETCTBYET C
cysnensuu |
3navenune pH
6’0 - 7’5 6,3 C
IHoHusKeHNe TOYKH 3aMep3aHust
(ocMoMeTps)
0,50-0,62 K 0,56 C
OTHocHTebHAS IVIOTHOCTh
d (20/20)
1,007 - 1,017 1,015 C
CpenHsisi BLICBO0OK/IaeMasi 1032
70-94 mkr/mo3a 88 C
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Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3panue npenapara: JIA30JIBAH PUHO cnpeii Ha3aJbHBII 103UpoBaHHbIi 82 MKr/n03a, 10 ma RU
Cepus Ne: 231195A Ne ananuza: 22001495-2-1
Aptukya Ne: 464396 Jara npomsBoacrea:  14.03.2022
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 231195 Cpok roagnocru: 02/2025
BIX koa/ YnakoBoUYHbIii MaTepuaJ: ®1akoH (CTEKJISTHHBIH ) HaneuaTtaHo: 05.04.2022
TecroBasi cnenupuranms Ne: 79877 P510A00101+ND Kog 3aka3zunka: 652236
IMpousBoacTBeHHasi cienupUuKaANUs 79877 _P330A00201
Ne:
Perucrpanuonnoe ynocropepenue Ne:  I1N015956/01
Crpanuna: 2
HcnbiTanue Crnenuduxanus PesvabTat Ouenka
OxHOPOAHOCTH 103HPOBAHNSA
99,8 99,3 99,4 100,1 99,6 99,8 100,1 99,8 C
100,0 99,1
(AVG) 99,7 -
Tpeboanne A (n=10) -
KpUTEpUH
MPUEMIIEMOCTH
<=15.0 (mpu K =2,4)
Tpebosanue B (n=30)
KpUTEpU
TIPUEMIIEMOCTH
<=15.0 (mpu K =2,0)
Kaxnpiii oOpasery
noikeH ob1Th 0,75 M-
1,25M
C
KoanyecTBo 103 Bo iiaxone
He menee 120 no3 CooTBeTCcTBYyET
Omnpenenenue Kamnejab no
pa3Mepam
Cpennuii nuametp Dv (50)
30-60 MM 48 C

O0BeM kaneb
auaMeTpom MeHee 10 MKkm
<= 6% 1 C
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Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3panue npenapara:

JIA30JIBAH PUHO cnpeii Ha3aJbHBII 103UpoBaHHbIi 82 MKr/n03a, 10 ma RU

Cepus Ne: 231195A Ne ananuza: 22001495-2-1
Aptukya Ne: 464396 Jara npomsBoacrea:  14.03.2022
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 231195 Cpok roagnocru: 02/2025
BIX koa/ YnakoBoUYHbIii MaTepuaJ: ®1akoH (CTEKJISTHHBIH ) HaneuaTtaHo: 05.04.2022
TecroBasi cnenupuranms Ne: 79877 P510A00101+ND Kog 3aka3zunka: 652236
IMpousBoacTBeHHasi cienupUuKaANUs 79877 _P330A00201
Ne:
Perucrpanuonnoe ynocropepenue Ne:  I1N015956/01
Crpannna: 3
HcnbiTanue Crnenuduxanus PesvabTat Ouenka
HoaauHHOCTH
KB 227 (Tpama3ojunHa ruipoxyiopuaa 6e3B01HOI0) TO
(TCX+B2XX)
CoOTBETCTBYET CTaHAAPTY
KB 227 (Tpama3ojaunHa ruipoxyiopuaa 6e3B01HOI0)
(BOXX/Y ®-muonnas matpuiia)
COOTBETCTBYET CTaHIAPTy CootBeTcTBYET C
Ben3aakonus xmaopuaa (BOXX)
COOTBETCTBYET CTAHIAPTY CooTBeTCTBYET C
Ben3aakonus xyopuaa (TCX)
COOTBETCTBYET CTaHIAPTy TO
Pacnmajx akTMBHOr0 MHTpeHeHTa
JI100as HenAeHTH(PUIPOBAHHAA MPUMech (BDXKX)
<=0,5% 0,1 C
CymmMma Bcex npumeceii (BDXX)
<=0,5% 0,1 C
KoanuecTBeHHOE ompe/esieHne
KB 227 (Tpama3ojimHa ruipoxJaopuaa 6e3BoaHoro) (BIXX)
112,5 — 124,3 mr/100,0 M 118,0 C
Ben3zaakonus xaopuaa (BOXX)
18,2 — 22,2 mr/100,0 M 19,6 C
O0bem cogepxxkumMoro ¢aiakona CootBetcTBYET C
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Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3panue npenapara: JIA30JIBAH PUHO cnpeii Ha3aJbHBII 103UpoBaHHbIi 82 MKr/n03a, 10 ma RU
Cepus Ne: 231195A Ne ananuza: 22001495-2-1
Aptukya Ne: 464396 Jara npomsBoacrea:  14.03.2022
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 231195 Cpok roagnocru: 02/2025
BIX koa/ YnakoBoUYHbIii MaTepuaJ: ®1akoH (CTEKJISTHHBIH ) HaneuaTtaHo: 05.04.2022
TecroBasi cnenupuranms Ne: 79877 P510A00101+ND Kog 3aka3zunka: 652236
IMpousBoacTBeHHasi cienupUuKaANUs 79877 _P330A00201
Ne:
Perucrpanuonnoe ynocropepenue Ne:  I1N015956/01
Crpannna: 4

HcnbiTanue Crnenuduxanus PesvabTat Ouenka
O0mree 4nc10 a3po0HBIX 0AKTEPHIl, APOAKKEBBIX U MJIECHEBBIX
rpudoB (CyMMAapHO)

<= 100 KOE/mn 0 C
Staphylococcus aureus

OrcyTtcTByeT B 1 M1 OTCyTCTBYET C
Pseudomonas aeruginosa

OrcyTteTByeT B 1 M1 OTCcyTCTBYET C

Pasmep BeinymienHol cepun (1ut): 51166 Homep Hopmarushoii [oxymenranuu: 11 N015956/01

Onenka: CooTBeTcTBYET

e pEAHTETy 2 1)
B

CeprudurKkalioHHOE 3asBICHUE:

HacTosmuM noaTBep:kAal0, YTO BCe ITANBI IPOMU3BOACTBA 3TOMH CepUH rOTOBOH NMPOAYKIHH ObLJIH BBINOJTHEHBI
B T10JJHOM c00TBeTcTBUH ¢ TpeOoBaHussMu GMP EC n tpeGoBanusiMu PerncrpanuoHHOro yaocToBepeHHs
b1 HA3HAYCHHS.

WucTtutyt AHrenu c.p.u.

YT0JIHOMOYEHHOE JIMLIO: Ynoanomouennoe nuyo
Hara: Dr.ssa Paola Giori IToonuce
05.04.2022
npoBepeHa (Otaen dpapmaneBTrdeckoro Beimycka): Dr. Marilena Fina Hara: 05.04.2022

*****KOHeH OT‘ICTa*****
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Istiiuto De Angell S.r.L.-Loc, Prulli n. 103/c- 56068 Reggetio (FI)-aly
Manufacturing Authorization N°: aM-81/2020 dated 25/07/2020
GMP Certificate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
BatchNo.:  231195A No. of Analysis : 22001495-2 - 1
Article No. : 464396 Date of Manufacture : 14.03.2022
Semifinished batch - 231195 Expiry date: 02 /2025
BIX code/ Pack. Mat, : BOTTLE (GLASS) Printed on : 05.04.2022
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.: 79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 1
Test
Specification Result Evaluation
Appearance
Clear, faintly yellowish solution filled into amber glass vials ~ Conforms ”
fitted with a metering pump.
Odour
Of eucalyptus Conforms C
Colour of the solution
Not more intensely coloursd than the referance solution Conforms C
BY7 .
Clarity of the solution
Clear or not more opalescent than reference suspension ! Conforms c
pH
60-75 6,3 C
Freezing-point depression
{ Osmomeiry )
0,50 -0,62K 0,56 c
Relative density
d(20/20)
1,007 - 1,017 1,015 C

Mean delivered dose
70 - 94 pg/ metered dose 88 C
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Istituto De Angeli S.r.L-Loc. Pruili n, 103/c- 50086 Reggello (FI)-italy
Manufacturing Authorizafion N°: al-81/2020 datad 28/07/2020
GMP Certificate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name; LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
BatchNo.:  231195A No. of Analysis : 22001495 -2 - 1
Article No. : 464396 Date of Manufacture : 14.03.2022
Semifinished batch 231195 Expiry date: 02/2025
BIX codef Pack. Mat. : BOTTLE (GLASS) Printed on : 05.04.2022
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 2
Test
Specification Result Evaluation

Uniformity of dosage units

(AVG)

Requirement A (n = 10)
AV<=15.0 {with K = 2.4}

Requirement B {n = 30)
AV<=15.0 {(with K = 2.0)
Each individual is 0.756M-1.25M

Number of actuations per container
Not less than 120 metered doses

Droplet size distribution
Median diameter Dv(50)
30 - 60 pum

Droplets <10 pm
<=6%

99,8 99,3 99,4 100,1 99,6 92,8 100,1 69,8 c
100,0 89,1

99,7 .
0,8 -
Conforms C
48 C
1 C
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Istitute De Angeli S.r.L.-Loc. Prulli n. 103/c- 50068 Reggello {FI)-Haly

Manufacturing Authorization N°: aM-81/2020 dated 28/07/2620
GMP Certfiicate No; 1T/96/H/2020

Certificate of Analysis and Conformance

Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
BatchNo.:  231195A No. of Analysis ; 22001495 -2 - 1

Article No. : 464396 Date of Manufacture : 14.03.2022
Semifinished batch 231195 Expiry date: 02 /2025
BIX codef Pack. Mat. : BOTTLE (GLASS) Printed on : 05.04.2022
Testing Spec. No. : 79877_P510A00101+ND Customer code:; 652236
Manufacturing Spec. No.:  79877_P330AC0201

Marketing Authorization No: P N015956/01

Page: 3

Test

Specification Result Evaluation

Identification

KB 227(Tramazoline Hydrochloride anhydrous) (TLc +HPLC)
Corresponding to standard TO

KB 227{Tramazoline Hydrochloride anhydrous) {RrLC/Diode Amay
}

Corresponding to standard Conforms c

Benzalkonium chloride (HPLC)
Corresponding to standard Conforms C

Benzalkonium chloride (TLC)
Corresponding to standard TO

Active ingredient decomposition
Any unspecified degradation product (HpLC)
<=0,5% 0,1 C

Totat degradation products (HrLC)
<=05% 0,1 C

Assay
KB 227(Tramazoline Hydrochloride anhydrous) (HpLC)
112,56 - 124,3 mg/100.0 mi 118,0 c

Benzalkonium chloride (HPLC)
18,2 - 22,2 mg/100.0 ml 19,6 C

Volume of contents

AR EAHOE T gy
g ﬂ‘,rb

Conforms g 2 C
Total aerobic bacteria count, yeast and mold count
{combined)
<= 100 cfu/ ml 0 C
Staphylococcus aureus
Absent in 1ml Absent c
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Istituto De Angeli S.r.L.-Loc. Prulli n. 10:3/c- 50066 Reggello (Fl)-Italy
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 RHINO metered nasal spray 82 pg/dose 10 ML RU
BatchNo.:  231195A No. of Analysis : 22001495-2 - 1
Article No. : 464396 Date of Manufacture : 14.03.2022
Semifinished batch 231195 Expiry date: 02/2025
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 05.04.2022
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 4
Test
Specification Result Evaluation
Pseudomonas aeruginosa
Absentin 1ml Absent C

Batch quantity released (pcs) . 51166 - Number of the Normative Document: P N015956/01

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.

Qualified Person:
Date:

OS5 .2 1522

Batch Review (Pharmaceutical Release Dept.): Dr. Marilena Fina Date: 05.04.2022

**** End of Report *****
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