Cept. Ne: 21000643

Wnctutyto ne Anrenu C.p.J1. Jlok. [Tpymmm 103/c- 50066

Perremno (®nopenuust) — Uranus Istifuto @w
Ipoussoacteennas muuernsust No: aM-136/2018 ot 07/11/2018 De Angeli
e i im—

GMP cepruduxat Ne 1T/233/H/2018

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3sanue npenapara: JIA3OJIBAH PUHO cnpeii Ha3aabHbIi 103MpoBaHHblii 82 MKr/no3a, 10 ma RU
Cepus Ne: 033273A Ne ananuza: 20007665-2-1
Aptukya Ne: 464396 Jarta npoussoacrea:  08.12.2020
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 033273 Cpok roagnocru: 1172023
BIX koa/ YnakoBo4YHbIii MaTepuaJ: ®dnakoH (CTEKIISIHHBII) HamneuaTtaHo: 08.02.2021
TecToBasi cnenudukanus Ne: 79877 P510A00101+ND Kon 3aka3zunka: 652236
IMpousBoacTBeHHasi cienupUuKaANUs 79877 _P330A00201
Ne:
Perucrpanuonnoe ynocrosepenne Ne: I N015956/01
Crpannna: 1

HcnbiTanue Crnenuduxanus PesvabTat Ouenka
Onucanue

HpO3pa‘{HLII71, 6IIGZ[HO-)K6IITOFO 1BE€Ta paCcTBOP, B CTCKIIAHHBIX COOTBCTCTByeT C

q)HaKOHaX 13 CTCKJIa KOPUYHEBOT'O IIBETA C JO3UPYIONIUM

YCTpOMCTBOM
3anax

3anax dBKaJIMITA CoOTBETCTBYET C
IBet pacTBOpa

He 0oree MHTEHCUBHO OKpamieH, 4eM pacTeop cpasHerus BY7  CoorBercTBYeET C
I[Ipo3paynocTh pacTBOpa

IIpo3paunsblii UM onanecLeHIUs He BBIIIE STaJOHHON COOTBETCTBYET C

cy3meH3u# |
3navenune pH

610 - 715 6,3 C

IHoHusKeHNe TOYKH 3aMep3aHust
(ocmomeTpust)

0,50-0,62 K 0,55 C
OTHocHTebHAS IVIOTHOCTh

d(20/20)
1,007 - 1,017 1,015 C

CpenHsisi BLICBO0OK/IaeMasi 1032
70-94 mxr/nosa
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Perremno (®nopenuust) — Uranus Istifuto @w
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GMP cepruduxat Ne 1T/233/H/2018

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3sanue npenapara: JIA3OJIBAH PUHO cnpeii Ha3aabHbIi 103MpoBaHHblii 82 MKr/no3a, 10 ma RU
Cepns Ne: 033273A Ne ananmsa: 20007665-2-1
Aptukya Ne: 464396 Jarta npoussoacrea:  08.12.2020
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 033273 Cpok roagnocru: 1172023
BIX koa/ YnakoBo4YHbIii MaTepuaJ: ®dnakoH (CTEKIISIHHBII) HamneuaTtaHo: 08.02.2021
TecToBasi cnenudukanus Ne: 79877 P510A00101+ND Kon 3aka3zunka: 652236
IMpousBoacTBeHHasi cienupUuKaANUs 79877 _P330A00201
Ne:
Perucrpanuonnoe ynocrosepenne Ne: I N015956/01
Crpanuna: 2
HcnbiTanue Crnenuduxanus PesvabTat Ouenka
OxHOPOAHOCTH 103HPOBAHNSA
98,1 100,4 101,5101,4 100,0 C
98,0 97,7 96,7 99,2 102,5
(AVG) 99,6 -
Tpe6oranue A (n=10) 4,6 -
KpUTEpU
MPUEMIIEMOCTH
<=15.0 (mpu K =2,4)
Tpebosanue B (n=30)
KpUTEpUH
MPUEMJIIEMOCTH
<=15.0 (mpu K = 2,0)
Kaxnpiit oOpasery
noikeH ob1Th 0,75 M-
1,25M
KoauuecTBo 103 Bo urakone CooTBeTCTBYET C

He menee 120 no3

Onpenenenne Kamneib 1Mo
pa3Mepam
Cpennuii nuametp Dv (50)
30-60 MM 53

O0BeM kaneb
auaMeTpom MeHee 10 MKkm
<=6% 1




Cept. Ne: 21000643

Wnctutyto ne Anrenu C.p.J1. Jlok. [Tpymmm 103/c- 50066
Perremno (®nopenuust) — Uranus
Ipoussoacteennas muuernsust No: aM-136/2018 ot 07/11/2018

GMP cepruduxat Ne 1T/233/H/2018

————_,
Istituto @

De Angeli
el

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3sanue npenapara:

JIA3OJIBAH PUHO cnpeii Ha3aabHbIi 103MpoBaHHblii 82 MKr/no3a, 10 ma RU

Cepus Ne: 033273A Ne ananuza: 20007665-2-1
Aptukya Ne: 464396 Jarta npoussoacrea:  08.12.2020
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 033273 Cpok roagnocru: 1172023
BIX koa/ YnakoBo4YHbIii MaTepuaJ: ®dnakoH (CTEKIISIHHBII) HamneuaTtaHo: 08.02.2021
TecToBasi cnenudukanus Ne: 79877 P510A00101+ND Kon 3aka3zunka: 652236
IMpousBoacTBeHHasi cienupUuKaANUs 79877 _P330A00201
Ne:
Perucrpanuonnoe ynocrosepenne Ne: I N015956/01
Crpannua: 3
HcnbiTanue Crnenuduxanus PesvabTat Ouenka
HoaauHHOCTH
KB 227 (Tpama3ojiMHa ruApoXJaopuaa 6e3BoIHOI0)
(TCX+BOXKX)
COOTBETCTBYET CTaHIAPTy TO
KB 227 (Tpama3ojMHa ruApoxXjaopuaa 6e3BoHOI0)
(BOXX/Y ®-nuoaHas MaTpuia)
COOTBETCTBYET CTAHAAPT CoOTBETCTBYET C
Ben3aakonus xmaopuaa (BOXX)
COOTBETCTBYET CTAHIAPTY CoOTBETCTBYET C
Benzankonust xaopuaa (TCX)
COOTBETCTBYET CTaHIAPTy TO
Pacnajg aKTUBHOI0 HHIPETHEHTA
JIw6as HemaenTHGUIIMPOBaHHAsE IPUMech (BDXKX)
<=0,5% 0,1 C
Cymma Beex nmpumeceii (BKX)
<=0,5% 0,1 Cc

KonuyecTBeHHOe onpeaeneHue

KB 227 (Tpama3oJinHa rugpoxjiopuaa 6e3801H0ro) (BKX)
112,5 - 124,3 mr/100,0 M

Benszanxonus xjopuaa (BOXKX)
18,2 — 22,2 mr/100,0 mn

O061bem coaepkumoro ¢aakoHa

O0mree 4nc10 a3poOHBIX 0AKTEPHIl, APOAKKEBBIX U MJIECHEBBIX
rpudoB (CyMMapHO)
<= 100 KOE/mMn
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GMP cepruduxat Ne 1T/233/H/2018

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3sanue npenapara: JIA3OJIBAH PUHO cnpeii Ha3aabHbIi 103MpoBaHHblii 82 MKr/no3a, 10 ma RU
Cepns Ne: 033273A Ne ananmsa: 20007665-2-1
Aptukya Ne: 464396 Jarta npoussoacrea:  08.12.2020
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 033273 Cpok roagnocru: 1172023
BIX koa/ YnakoBo4YHbIii MaTepuaJ: ®dnakoH (CTEKIISIHHBII) HamneuaTtaHo: 08.02.2021
TecToBasi cnenudukanus Ne: 79877 P510A00101+ND Kon 3aka3zunka: 652236
IMpousBoacTBeHHasi cienupUuKaANUs 79877 _P330A00201
Ne:
Perucrpanuonnoe ynocrosepenne Ne: I N015956/01
Crpannna: 4

HcnbiTanue Crnenuduxanus PesvabTat Ouenka
Staphylococcus aureus

OtcyTcTByeT B 1 M OtcyTcTBYeET c
Pseudomonas aeruginosa

OtcytcTByeT B 1 M OtcyTcTBYET c

Pa3mep BemymieHHon cepuu (1t): 50623 Homep HopmatusHoii lokymentarmu: 1T N015956/01

Onenka: CooTBeTCTBYET

CepTudukaninoHHOE 3asBIICHHUE:

HacTosiiuM noATBepKAal0, 4TO BCe ITANbI IPOU3BOJACTBA ITOI CEPUU IOTOBOI MPOXYKIIMU ObIIU BbINOJTHEHBI
B MOJHOM cooTBeTcTBUHU ¢ TpedoBanusiMmu GMP EC u TpeGoBanusiMu PerucrpauuoHHOro yaocroBepeHus
CTpaHbl HA3HAYEHMSI.

MNuctutyT AHrenu c.p.J.

Y1oaHoOMOYeHHOE JTUTIO: Ynonnomouennoe auyo
Tloonuce
JHara: 08.02.2021

Dr.ssa Paola Giori
,.a‘—"“,ﬁ.‘if‘ §

Cepus nposepena (Otaen GpapmareBTuueckoro Beimycka): Dr. Roberta Caria¢

*****KOHeH OquTa*****



Cert. No : 21000643
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Istifuto ®
De Angeli
- ,M
istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (F)-ltaly
Manufacturing Authorization N°; aii-81/2020 dated 20/07/2020
GMP Certificate No: IT/86/H/2020
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 jg/dose 10 ML RU
Batch No.:  033273A No. of Analysis : 20007665 - 2 - 1
Article No. : 464396 Date of Manufacture : 08.12.2020
Semifinished batch 033273 Expiry date: 1172023
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 08.02.2021
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 solutlon filled into amber glass vials ~ Conforms c
fitted with a metering pump,
Odour
Cf eucalyptus Conforms C
Colour of the solution
Not more infensely coloured than the reference solution Conforms C
BY7
Clarity of the solution
Clear or not more opalescent than reference suspension | Conforms Cc
pH
60-75 8,3 C
Freezing-point depression
{ Osmemetry )
0,50-0,62K 0,55 C
Relative density
d(20/20)
1_,007 -1,017 1,016 C

Mean delivered dose
70 - 94 pg/ metered dose 87 TN C




Cert. No ; 21000643

Istituto De Angell S.r.L.-Loc. Prulli n. 103/c- 50066 Reggeilo (FI)-ltaly
Manufacturing Autherization N°; alM-81/2020 dated 29/07/2020
GMP Cartificate N IT/96/H/2020

.
Istifuto ®

De Angeli
b P

Certificate of Analysis and Conformance

Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU

Batch No.:  033273A

No. of Analysis : 20007665 -2 -1

Article No. : 464396 Date of Manufacture : 08.12.2020
Semifinished batch 033273 Expiry date: 1172023
BIX code/ Pack. Mat, : BOTTLE (GLASS) Printed on : 08.02.2021
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No. :  79877_P330A00201
Marketing Authorization No: P NG15956/01
Page: 2
Test
Specification Result Evaluation
Uniformity of dosage units
98,1 100,4 101,5101,4 100,0 98,0 97,7 c
96,7 99,2 102,5
99,6
(AVG)
48
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 0.75M-1.25M
Number of actuations per container
Not less than 120 metered doses Conforms c
Droplet size distribution
Median diameter Dv(50)
30 - 60 um 53 C
Droplets <10 pm
<=6% 1 C
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Istituto De Angsii S.r.L.-Log, Prulll n, 103/c- 50066 Raggelio (FI)-taly
Manufacturing Authorization N°; aM-81/2020 dated 29/07/2020
GMP Certificate No: IT/6/H/2020
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 ug/dose 10 ML RU
BatchNo.:  033273A No. of Analysis : 20007665 - 2 - 1
Article No. : 464396 Date of Manufacture : 08.12.2020
Semifinished batch 033273 Expiry date: 11/2023
BIX codef Pack. Mat. : BOTTLE {GLASS) Printed on : 08.02.2021
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No, :  79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 3
Test
Specification Result Evaluation
Identification
KB 227(Tramazoline Hydrochloride anhydrous} (7Lc +HpLC)
Corresponding to standard TO
KB 227(Tramazoline Hydrochloride anhydrous) {HPLC /Diode Amay
)
Coresponding 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 (HpPLC)
<=0,5% 0,1 C
Total degradation products (Hp.C)
<=05% 0,1 C
Assay
KB 227(Tramazoline Hydrochloride anhydrous) (HpLC)
112,5 - 124,3 mg/100.0 ml 117,9 C
Benzalkonium chloride (HprLe) =
18,2 - 22,2 mg/100.0 ml C
Volume of contents
C
Total aerobic bacteria count, yeast and mold count
(combined)
<=100 cfu/ ml C
Staphylococcus aureus

Absentin 1ml Abhsent G




Cert. No : 21000643
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-
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (FI)-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
Batch No.:  033273A No. of Analysis : 20007665 - 2 - 1
Article No. : 464396 Date of Manufacture : 08.12.2020
Semifinished batch 033273 Expiry date: 11172023
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 08.02.2021
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 G

Batch quantity released (pcs) : 50623 - 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.

Istituto-De Angeli ST
i . /7 QualifiggPerson.
SUfI!fted Person: ( A 2 ;_,_&_9“5(
ate. r.ssa Paola Glori (
8 .02 oYU

Batch Review (Pharmaceutical Release Dept.): Dr. Roberta Cariaggi

Fekkkk End Of Report F*kkkk
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