Cept. Ne: 21003905

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

Perremno (®nopenuust) — Uranus Isti tﬁu toggg@%
IIpousBoxacTeennas nuuensus Ne: aM-81/2020 ot 29/07/2020 De Angeli
e

GMP cepruduxat Ne 1T/96/H/2020

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3panue npenapara: JIA30JIBAH PUHO cnpeii Ha3aJbHBII 103UpoBaHHbIi 82 MKr/n03a, 10 ma RU
Cepus Ne: 131890A Ne ananuza: 21003027-2-1
Aptukya Ne: 464396 Jara npomssoacrea:  03.06.2021
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 131890 Cpok roagnocru: 05/2024
BIX koa/ YnakoBoUYHbIii MaTepuaJ: ®1akoH (CTEKJISTHHBIH ) HaneuaTtaHo: 22.07.2021
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

HpO3pa‘{HLII7[, 6IIGZ[HO-)K6IITOFO 1BE€Ta paCcTBOP, B CTCKIIAHHBIX COOTBGTCTByeT C

q)HaKOHaX 13 CTCKJIa KOPUYHEBOT'O IIBETA C JO3UPYIOLIUM

YCTPOHWCTBOM
3anax

3anax dBKaJIMITA CoOTBETCTBYET C
IBet pacTBOpa

He 0oree MHTEHCUBHO OKpamieH, 4emM pacTeop cpasHerust BY7  CoOTBETCTBYeET C

IIpo3paunHocTs pacTBOpa
IIpo3paunsblii UM onanecLeHIUs He BBIIIE STaJOHHON COOTBETCTBYET C
cy3nensui |

3navenune pH
6,0 -7,5 6,3 C

IHoHusKeHNe TOYKH 3aMep3aHust
(ocMomeTpust)

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

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

CpenHsisi BLICBO0OK/IaeMasi 1032
70-94 Mmkr/mo3a 88 C




Cept. Ne: 21003905

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

Perremno (®nopenuust) — Uranus Isti tﬁu toggg@%
IIpousBoxacTeennas nuuensus Ne: aM-81/2020 ot 29/07/2020 De Angeli
e

GMP cepruduxat Ne 1T/96/H/2020

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3panue npenapara: JIA30JIBAH PUHO cnpeii Ha3aJbHBII 103UpoBaHHbIi 82 MKr/n03a, 10 ma RU
Cepus Ne: 131890A Ne ananuza: 21003027-2-1
Aptukya Ne: 464396 Jara npomssoacrea:  03.06.2021
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 131890 Cpok roagnocru: 05/2024
BIX koa/ YnakoBoUYHbIii MaTepuaJ: ®1akoH (CTEKJISTHHBIH ) HaneuaTtaHo: 22.07.2021
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
101,0 101,1 100,1 100,6 100,7 100,7 C
100,5 100,5 100,3 100,6
(AVG) 100,6 -
Tpeboanue A (n=10) 0,7 -
KpUTEpU
MPUEMIIEMOCTH
<=15.0 (mpu K =2,4)
Tpebosanue B (n=30)
KpUTEpUH
TIPUEMIIEMOCTH
<=15.0 (mpu K =2,0)
Kaxnpiit oOpasery
noikeH o6tk 0,75 M-
1,25M
KoanyecTBo 103 BO iiaxone CooTBeTCTBYET C
He menee 120 no3
Onpenenenne Kamneib 1Mo
pa3Mepam
Cpennuii nuametp Dv (50)
30-60 MM 47 C

O0beM kaneb
auaMeTpom MeHee 10 MKkm
<= 6% 1




Cept. Ne: 21003905

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

Perremno (®nopenuust) — Uranus Isti tﬁu toggg@%
IIpousBoxacTeennas nuuensus Ne: aM-81/2020 ot 29/07/2020 De Angeli
e

GMP cepruduxat Ne 1T/96/H/2020

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3panue npenapara: JIA30JIBAH PUHO cnpeii Ha3aJbHBII 103UpoBaHHbIi 82 MKr/n03a, 10 ma RU
Cepus Ne: 131890A Ne ananuza: 21003027-2-1
Aptukya Ne: 464396 Jara npomssoacrea:  03.06.2021
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 131890 Cpok roagnocru: 05/2024
BIX koa/ YnakoBoUYHbIii MaTepuaJ: ®1akoH (CTEKJISTHHBIH ) HaneuaTtaHo: 22.07.2021
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
HogauHHOCTH
KB 227 (Tpama3ojiMHa ruIpoxXJaopuaa 6e3BoHOI0)
(TCX+BDXX)
CoOTBETCTBYET CTaHAAPTY TO
KB 227 (Tpama3oaunHa ruipoxyiopuaa 6e3B01HOI0)
(BOXX/Y®-muonnas matpuiia)
COOTBETCTBYET CTaHIAPTy COOTBETCTBYET C
Benzankonus xaopuaa (B2XKXX)
COOTBETCTBYET CTaHIAPTy COOTBETCTBYET C
Ben3aakonus xyopuaa (TCX)
COOTBETCTBYET CTAHAAPTY TO
Pacnax akTMBHOr0 MHTpeIHeHTAa
JI100as HenAeHTH(PUIIHPOBAHHAA MPUMech (BDXKX)
<=0,5% 0,1 C
CymmMma Bcex npumeceii (BDXX)
<=0,5% 0,1 C
KoanuecTBeHHOE ompeesieHne
KB 227 (Tpama3ojimHa ruipoxJaopuaa 6e3BoaHoro) (BIXX)
112,5 - 124,3 mr/100,0 m 119,1 C

Ben3aakonus xjopuaa (B3XX)
18,2 — 22,2 mr/100,0 mi

O061bem coaepkumoro ¢aakoHa




Cept. Ne: 21003905

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

Perremno (®nopenuust) — Uranus Isti tﬁu toggg@%
IIpousBoxacTeennas nuuensus Ne: aM-81/2020 ot 29/07/2020 De Angeli
e

GMP cepruduxat Ne 1T/96/H/2020

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3panue npenapara: JIA30JIBAH PUHO cnpeii Ha3aJbHBII 103UpoBaHHbIi 82 MKr/n03a, 10 ma RU
Cepus Ne: 131890A Ne ananuza: 21003027-2-1
Aptukya Ne: 464396 Jara npomssoacrea:  03.06.2021
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 131890 Cpok roagnocru: 05/2024
BIX koa/ YnakoBoUYHbIii MaTepuaJ: ®1akoH (CTEKJISTHHBIH ) HaneuaTtaHo: 22.07.2021
TecroBasi cnenupuranms Ne: 79877 P510A00101+ND Kog 3aka3zunka: 652236
IMpousBoacTBeHHasi cienupUuKaANUs 79877 _P330A00201
Ne:
Perucrpanuonnoe ynocropepenue Ne:  I1N015956/01
Crpannna: 4

Hcnpitanne Crenndukauns PesyapTar Ouenka
O0mree 4nc10 a3po0HBIX 0AKTEPHIl, APOAKKEBBIX U MJIECHEBBIX
rpudoB (CyMMAapHO)

<= 100 KOE/mn 0 C
Staphylococcus aureus

OrcyTtcTByeT B 1 M1 OTCcyTCTBYET C
Pseudomonas aeruginosa

OrcyTteTByeT B 1 M1 OTCcyTCTBYET C

Pasmep BeinymienHol cepun (1ut): 51372 Homep Hopmarusnoii Joxymenranuu: 11 N015956/01

Onenka: CooTBeTcTBYET

CeprudurKkalioHHOE 3asBICHUE:

HacTosmuM noaTBep:kAal0, YTO BCe ITANBI IPOMU3BOACTBA 3TOMH CepUH rOTOBOH NMPOAYKIHH ObLJIH BBINOJTHEHBI
B MOJHOM co0TBeTcTBUM ¢ TpeboBaHusiMu GMP EC m tpeGoBanusimu PerncrpanuoHHOro yaocToBepeHHs
CTPaHbI HA3HAYCHMHS.

VY HOJIHOMOYEHHOE JIULO: Vnonnomouews
Ioonuce 4
Jara: 22.07.202

¥

CpO

Cepust ipoepena (Otaexn papManesTudeckoro Beimycka): Dr. Roberta Cariaggi  Jata: 22.072821

*****KOHeH OT‘IeTa*****



OG6LLEeCTBO C OrpaHMYEHHOM OTBETCTBEHHOCTBIO
¥ UCTbITATENbHbIA LEHTP «®APMOEOPOHA»
(000 UL, «®APMOBOPOHAN)
N UCMbITATENbHAA NTABOPATOPUA

141074, r. Kopones, MockoBckasi obnactb, yn. [arapuHa, 46a, 8 (495) 511-01-10,
www.farmoborona.ru, info@farmoborona.ru
YHuKanbHbIA HOMEP 3anucu B peecTpe akkpeamToBaHHbIx nuuy Ne POCC RU.0001.214J140

CepTuduumpoBaHHas cucTema MeHemkmeHTa kadecTea B cooteTcTBum ¢ FTOCT P UCO 9001-2015

nekKkapcTBEHHB X npenaparTtoB oT| npousBoauTensa ao KOHEeYHOTO
NpousBoANTENs A0 KOHEYHOro NoTpeduTens. notpebutens.
XpaHeHue: XpaHeHue:
Mpun TemnepaTtype He Bbiwe 25 °C. Mpu Temnepatype He Bbiwe 25 °C.
4 | Cpok rogHoCTH 3roga COOTBETCTBYET
3aknioyeHue: PesynbtaThl ncnbliTaHni HaxoAAaTcs B npepenax HOpM, yCTaHOBMEHHbIX TpeboBaHnsaMHU HOPMaTUBHOTO

nokymeHrTa N N015956/01-290517, uam. Ne 1 - 3.

McnonbayeMble cpeacTBa 3MEPEHUs U UCTIbITaTenbHoe 06opyaoBaHme:

Mpumevanus:

1. [laHHbI NPOTOKON UCMbITaHMIA KacaeTcs 06pas3LoB, NPEAOCTaBIEHHbIX 3aKa3uKoM 1 MOABEPrHYTLIX 3TUM UCTIbITAHWUSIM.

2. 3anpelyaeTcst YaCTUYHOE UMK MOSTHOE KONMpOBaHUe, nepeneyaTka NnpoTokona 6e3 paspeLleHust UcrbiTaTenbHoi naGopaTopuu.

3. VicnbiTaTenbHas nabopaTopusi He HECET OTBETCTBEHHOCTb 3a UH(POPMaLWIO, MPeJOCTaBMNeHHYI0 3aka3unkoM, ykasaHHyto B nn 1-8.

4. /icnonb3oBaHo NPOCTOE NpaBuIIO NPUHATUA peLleHNs B COOTBETCTBUN C AOTOBOPOM.

KoHe npoTokona ncnbitanuin Ne 88151/21 ot 20.09.2021 Ctp. 3133



Cart, No | 21003905

Istifuto®
De Angeli
ﬁ"' M"
Istituto Da Angell S.r.L.-Los, Prull n, 103fc- 60035 Reggello (FI)-ltaly
Marufacturing Auforizatlon N°: al-84/2020 dated 20/07/2020
GMP Cartificate No: [T/96/1/2020
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
Batch No.:  131890A No. of Analysis ; 21003027 - 2- 1
Atticle No. : 464396 Date of Manufacture : 03.06.2021
Semifinished batch 131890 Explry date: 06 /2024
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 22.07.2021
Tasting Spec. No. : 79877_P510AC0101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorizatlon No: P N015956/01 LT
_Pager 1/
- Specification Result Evaluation
Appearance |
Clear, faintly yellowish solution flled into amber glass vials ~ Conforms c
fitted with a matering pump.
Odour
Of aucalyptus Conforms c
Colour of the solution
Not more Intensely colouted than the reference soiution Canforms ¢
BY7 :
CIarIfy of the solution
Clear or not more opalescent than reference suspension | Conforms ¢
pH 5
6,0 - 7,5 ' 6,3 : G :
Freezing-point depression
{Osmomelry ) :
0,50-0,62K 0,55 _ ¢
Relative density
d{20/20)
1,007 - 1,047 1,016 C
Mean delivered dose

70 - 94 g/ meterad dose 88 c




Cert. No 1 21003505

Istifito &
De Angeli
e
Istitufo De Angall S.r.L~-Loc, Prulin, 103/- 50086 Reggello (Fi)-ltaly
Manutaciuring Authorizetion N°: ad-81/2020 dated 28/07/2020
GMP Cetitcate Not TH6/HI2020
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
BatchNo.:  131890A No. of Analysls : 21003027 -2-1
Article No, : 464396 ‘ Date of Manufacture : 03.06,2021
Semifinished batch 131890 Expiry date: 0512024
BIX code/ Pack. Mat, BOTTLE (GLASS) Printed on : 22,07.2021
Testing Spec. No. : 79877_P510ACO101+ND Customer code: 652236
Manufacturlng Spec. No, 1 79877_P330A00201
Marketing Authorization No: P N015956/07
Page: 2
Test :
Spacification Result _ Evaluation
Uniformity of dosage units ‘ '
101,0 101, 100,1 100,6 100,7 100,7 C
100,5 100,5 100,3 100,6
100,6 -
(AVG)
07
Raquirement A {n = 10)
AV<=15.0 (with K = 2.4)
Requlrernent B (n = 30)
AV<=15,0 (with I = 2.0)
Each Indlividual Is 0.75M-1.25M
Number of actuations per contalner
Not kess than 120 metered doses Conforms C
Draplet size distribution
Median diamater Dv{50)
30-60 um a c
Droplets <10 um

<= 8% . 1 C




Gert, No : 21003806

Istifuto ®
De Angeli
[atifuto Do Angeli S.r.L.-Log. Prulll n, 103/c- 50066 Regyelio (Fl)-Haly
Manufzcturing Authorization N°; aM-81/202¢ dated 29/07/2020
GMP Cerlficats No: IT/96/H/2020 _
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 ug/dose 10 ML RU
Bateh No.:  131890A No. of Analysls ; 21003027 -2-1
Artlcle No, : 464306 — Date of Manufacture : 03.06.2021
Semifinished batch 131890 Expiry date: 05 12024
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 22.07.2021
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No. :  78877_P330A00201 '
* Marketing Authorlzation No: P N015956/01
Page: 3
Test
_ Specification Result Evaluation
identification :
KB 227(Tramazoline Hydrochioride anhydrous) (T.C +HPLC)
Corresponding to standard T0
KB 227(Tramazolina Hydrochloride anhydrous) {HPLG ! Diode Amay
) :
Corrasponding to standard Conforms c
Benzalkonlum chioride (HpLG)
Corresponding to standard Conforms c
Benzalkonium chloride (TL0) _
Corresponding lo standard TO
Active ingredient decomposition
Any unspeclfied degradation product (Heic) -
<= 0,5 % 0.1 C
Total degradation products (HpPLC)
<=05% 0,1 ' c
Assay
KB 227(Tramazoline Hydrochloride anhydrous) (Hric)
112,5 - 124,3 mg/100.0 ml 19,1 c
Benzalkontum chloride (HPLG)
18,2 - 22,2 mg/100.0 mi 19,8 C
Volume of contents S
Conferms F ol o

Total aerobic bacteria count, yeast and mold count
{combined) _
<= 100 cfu/ ml 0

. Staphylococcus aureus
Absantin 1mi Absent




Cert, No: 210039056 .
-
Istituto ®
De Angeli
i e
Istituto De Angeli 8.r.L.-Loc. Prulli n, 103/c- 50066 Reggello (F1)-taly

Meanulacturing Authorlzation N*: aM-§1/2020 dated 29/07/2020
GMP Ceriificate No: IT/96/H/2020

Certificate of Analysis and Conformance

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

Batch No.:  131890A No. of Analysls ! 21003027 -2~ 1
Article No, : 464396 Date of Manufacture : (3.06.2021
Semlfinished hatch 131890 Expiry date: 0512024

BiX code/ Pack. Mat. : BOTTLE (GLASS) Printed on: 22.07.2021
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 C

Batch quantity released {pcs) : 51372 - Numbsr of the Normaiive Document; P NO15956/01

Evaluation Conforms

Certification statement:

| hergby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compllance with the GMP requirements of the EU, and with the requirements of the Marketing Authorisation of the
tlestination country.

LT
Quslifisd Person; &
Date: Dr.ssa Yaola Glor
2.2, 0% Loly
Batch Review (Pharmaceutical Release Dept.): Dr, Roberta Carlaggl Date: 22'0?'205'" 7

= Eng of Report ¥
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