JAEKJIAPAITASA O COOTBETCTBHUA

JEKJIAPAHT, IPUHUMAIOIIAN MEKJIAPAIIHIO O COOTBETCTBHH

AO "Canoghu Poccus"

Ceedenun o pezucmpayuu opzarnusayuu: Mesxcpationnas uncnexyus Gedepansuoti nanozoeol cnydcbol Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739079940, dama npuceoerus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcxas, . 22. Tenepon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanonsiii dupexmop Monoic O.A.

Jlosepennoe auyo: Cmenanoe C.C., dosepennocms 6/n om 01.12.2017

3AABJUIET, UTO

nexapcmeennoe cpedcmeso: Jlazonean Puro, cnpeili nasanvruiii dosuposannviti 82 mxz/o0o3a 10 ma, dnaxonnt
memHo20 ciexna ¢ dosupyrousum yempoiicmeom (1), nauxu kapmonnvie, PY Ne 1T NO15956/01 om 24.08.2011
(0ama samenvt 02.08.2017) evidano AOQ "Canoghu Poccus®, cepus 9328354, napmus 51281 ynaxosox, 200ew do
01.10.2022, npoussodcmea Hucmumym de Anzenu C.p.JI, Hmanun, Istituto de Angeli S.r.L.,Localita Prulli,
103/C-50066 Reggello (FI),Italy, koo OKIIA2 21.20.10.251, koo TH B3] 3004490009, xormpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic N¢ 9085352437 om 04.11.2019

COOTBETCTBYET TPEBOBAHHUAM

IT NO15956/01-290517 uam. Ne 1

DEKJIAPAITMA NIPHHSITA HA OCHOBAHHH

npomoxon ucnvimaruti Ne 33870 om 12.11.2019 HJT 000 HL "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC IT @M08.C54087 om 13.11.2019

JATA IIPUHATHS KEKJIAPALMH 13.11.2019
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OPTAH ITO CEPTHOUKALIHY, 3APETHCTPHPOBABIIHN AEKJIAPAIIHIC

RA.RU.11OMO8 OPTAH IO CEPTHOHKALIMH ITPORVKLHI OBLECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XXHOH IJEHTP KOHTPO/IA KAYECTBA",

adpec opzarnusayuu: 115280, 2. Mocxsa, yn. Macmepxoea, 9. 4, am. 5, nom. I, kom. 1, adpec opaara no
cepmucgpurayuu: 115280, POCCHA, zopod Mocksa, yn. Macmepkosa, 0. 4, am. 5., men.:(495)788-02-88, seb-
caiim.: oyxx.pe.

JEKJIAPAITMSA O COOTBETCTBHH 3APETMCTPHPOBAHA M POCC RU [-IT.®M08.4.44440/19
JNATA PETHCTPAITHA 13.11.2019
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Cepr. Ne; 19006040

Hucruryro ne Aurenn C.P.JL [pyman 103/c- 50066
Perrenno (droperuns) — Hranus

MpomeoacTeeHHan nuueH3Ha No: aM-32/2016 or 07/11/2016
GMP cepritdpuxar Ne :1T/233/H/2018

CepTndukar aHaIHM3a M COOTBETCTBHSI

HazsaHne JI€KapCTBEHHOTO

Jlorotun <UHcTUTYT e AHrenu>

JA30JIBAH PHHO cnpeii HazanbHbl# qo3uposanusiii 82 mer/mo, 10 ma

cpeacTBa:
Cepun Ne: 932835A Ne ananusa: 19005612-2-1
Apruxyn Ne; 464396 Jarta npomzsoacrea:  02.10.2019
Cepua MpoMexyTOUHOTO NPOAYKTAS 032835 Cpok rogHocTH: 1072022
BIX ron/ YnaxkoBouHbill MaTepHat: OakoH (CTEKNAHHBII) Hane1aTaHo: 24.10.2019
TectoBan cneunduxanun Ne: 79877_P510A00101+ND  Koa 3aka3uuka: 652236

IponisogcTBeHRaA cneuHHKanHs 79877_P330A00201

Ne:

Crpanuua; 1

PerucTpausonHoe yaoctopepedne Ne: [T NO15956/01
HenviTanne Cnenuduxanus
Onncanue
[Mpo3spayneifl, GAeOHO-XENTOFO LBETA PACTBOP, B CTEKIAHHBIX
thIakoHaX AHTAPHOTO LIBETa C RO3NPYIOIUMM YCTPOHCTBOM
3anax

3anax ssxanMNTa

IiseT pacTBOpa
He Gonee MHTEHCHBHO OKpallicH, YeM pacTBop cpasHenns BY7

ITpo3pavHocTs pacTaOpa
[Mpo3pa4HbIi HAK ONANECUEHUKA HE BBIILIE ITANOHHOH
cysnensuu [

TMoHKeHNe TOYKH 3aMep3aHun
(ocMOMETpHA)

0,50-0,62K

3navenne pH
6,0-75

OTHOCHTENLHAN IJIGTHOCTD
d(20/20)
1,007 - 1,017

Cpennns BoicBoGoKIaeMast 1033
T70-94 mxr/oosa

OnpeneneHne Kaneas no
paiMepam
Cpeannii auametp Dv (50)
30-60 MM

Obbem kanenn
anamMeTpom meHee 10 Mem
<=6%

KonntecTso 103 Bo ¢uiakoHe
He menee 120 go3

Pe3yabTaT

CooTBeTcTBYET

CootBetcTBYET

CooTBeTcTBYET

CooTBercTBYET

0,55

6,2

£,015

87

49

CootseTcTBYET

OueHka

C



Cepr. Ne: 19006040

Hucturyto ne Anrenn C.PJL Tpynau 103/c- 50066

Perrenno (®PnopeHuna) - Hranua

IMpomssoacTeenHas nuuensua Ne: aM-32/2016 oT 07/11/2016

GMP ceprudmiar Ne :IT/233/H/2018

Jlorotun <MHCTHTYT Ae AHrenu>

CeprndukaT anajin3a v COOTBETCTBHUS

Ha3zpaHue JIEKapCTBEHHOIQ

JIAZOJIBAH PUHO cnpeii Hazansnebiil zoauposanustii 82 mir/vu, 10 mn

cpeacTBa:
Cepus Neo: 032835A Nt ananmnza: 19005612-2-1
AprHKyn Ne: 464396 Jara npoussoactea:  02.10.2019
Cepiial npoMexyTOMHOI0 NPOAYKTa: 932835 Cpok roaHocTH: 10/2022
BIX xoa/ YnakoBouHbIH MaTepHa : GnakoH (CTEKNAHHLII) HaneuyaTauo: 24.10.2019
TecToBan cnenngurxauun Ne: 79877_P510A0Q0101+ND Kona 3axa3unka: 652236

IIpon3soacTBeHHasn cneunduicanus
Ne:
PerucTpannonnoe ynocrosepense No:

79877_P330A00201

IT NO15956/01

Crpanunua: 2

HcabiTanne

OaHOpPOAHOCTE AOIHPOBAHNSA

(STD)

Tpebosanue A (n=10)
KpHTEpHit
ApHEMIEMOCTH
<=15.0(npu K=24)

TpeGoranue B (n=30)
KpHTepHit
NpHUEMAEMOCTH
<=15.0(npu K = 2,0)
Kax it oGpazen
ToKeH 681TH 0,75 M -
1,25 M

(AVG)

IMoannKHOCTL

Crneunduxauns

PelyabTtar

0.3

0,7

99,9

99,5 100,2 100,0 99,6 99,6 100,3 100,1

99,7 100,0 99,8

KB 227 (Tpama3ionnHa ruapoxaopuaa 6eisoatoro)
CoOTBETCTBYET CTAHOAPTY

BeH3aniconHa XJI0pHAA

CoOOTBETCTRBYET CTAHAAPTY

Pacnaa akTHBHOro HHrpexHeHTa

Jlioban HeHAeHTHOHIMPOBAHHAA NpHMech (BIMX)

<=0,5%

Cymma Beex npumeceli (BIKX)
<=05%

CooteeTcTBYET

CooTBeTCTBYET

0.1

0.1

Ouenka



Cept. Ne: 19006040

HucturyTo e Anrenn C.P.JTL. TTpyanu 103/c- 50066
Perrenno (Onopenuun) - Uranus

MpousponcTeeHHad nuueHsia Ne: aM-32/2016 ot 07/11/2016
GMP cepmidukar Me :1T/233/H/2018

Cepruduxar ana/im3a U COOTBETCTBHSA

Jlorotun <MHCTHUTYT e AHreIu>

Ha3zpaHHe NeKapcTEeHHOTO JIA3OJIBAH PHHO cnpeii nasansublii no3nposanustit 82 mer/ma, 10 ma

cpeacrea:
CepHa Ne: 932835A Ne ananusa: 19005612-2-1
ApTHKYN Ne: 464396 JaTa nponssoacrea:  02.10.2019
Cepun npoMeKyTOYHOTO NPOAYKTa: 032835 Cpoxk rognocTy: 10/ 2022
BIX kon/ ¥nakoBouHblii MaTepuan: ®nakoH (CTeKNAHHBII) Haneuarano: 24.10.2019
TecToBan cneunpuKamua Ne: 79877_P510A001014ND Koa 3aka3ynka: 652236

Ilpou3BoacTBeHHAaA caenH(pHKALNA 79877_P330A00201

Ne;

PerncrpannonHoe yaxoctosepenne Ne: [T N0O15956/01

Crpanuna: 3

HcnsiTanne CHCEHQHKagHﬂ

KonutecreenHoe onpepcsieHHe

KB 227 (tpamaszonuHa ruapoxjopuaa Gessoanoro) (B2XX)

112,5 - 124,3 mr/100,0 Mn

Benzankonua xnopuaa (B3KX)
18,2 — 22,2 mr/100,0 mn

Oo6nem cogepxumoro gpnaxona

O6wee KONHYECTBO A3POOHBIX MHKPOOPTraHH3MOB
<= 100 KOE/mn

Staphylococcus aureus
Orcytersyer B 1 Mn

Pseudomonas aeruginosa
OtcytctByeT B 1 MI

PesynbTaT

1182

19,7

CootBeTcTBYET

OT1cyTCTBYET

OrtcyTcTBYET

Ouenka

C



Cepr. Ne: 19006040

Uncruryto ne Anremt C.P.J1. Fpynna 103/c- 50066 Jlorotun <HHCTHTYT e AHrenu>
Perrenno (®nopenuna) - Hranua

IMponzeoncTeeHan nHueH3ka Ne: aM-32/2016 ot 07/11/2016
GMP cepmudmrar Ne :IT/233/H/2018

Cepruduxar aHam3a M COOTBETCTBHS

Hazsanue nexapersennoro  JIA3OJIBAH PHHO cnpefi nazanabHbiil go3uposannslii 82 mer/ma, 10 ma

cpencTea:
Cepns Ne: 932835A Ne anasnaas 19005612-2-1
ApTHKya Ne: 464396 Jata nponisogerna:  02.10.2019
Cepus NpoMeKyTOHHOro NPOIYKTAa: 932835 Cpok roaHocTh: 1072022
BIX xoa/ YnaxkopouHbtit MaTepHan: $rnakon (cTeKnAHHBIH) HaneyaTaHo: 24.10.2019
Tecropan cneundrikanun Ne: 79877_P510A001014ND Kon 3aka3zunka: 652236
IlponiBoacTBeHHAaA cnenHPHKALHA 79877_P330A00201
Ne:
Perncrpausonnoe yanocrorepenne Ne:  I1 N015956/01

Crpanuua: 4
HenbiTanue Cneundukauns Pesyaerar Ouenxa

Pa3mep BeimynieHHo# cepn (wut): 51281 — Homep nopmarueroro aoxymenta: IT NO15956/01-250517

Ouenka: CooTBeTCTBYET

3aspiieHHe O cepTHRHKALHK,

HacTosuim noATBepxAAI0, Y4T0 BhILIEYKa3aHHAA HIGOPMALIHA ABARETCH AOCTOBEPHOL H NpaBHALHOI.
JlaHHanA cepHA JIEKAPCTBEHHOI0 CPEACTBA NPOH3BedeHa, BKIIOMAs YNAKOBKY H KOHTDO/IL KaUecTBa, B
YKa3aHHOM Bbillie MecTe B NOAHOM COOTBETCTBHH ¢ TpeGoBanHAMH GMP MecTHOTO peryIaTOPHOIr0 OPraHa i
cneunpHKALHAM, 3aperHCTPHPOBAHKEIM B HMIOPTHPYIOLE! cTpane,

OT4eTHI 0 NPOH3BOACTBE CEPHH, YNAKOBKE K KOHTPOJIE KauecTsa GLUIH NpoBepeHbl H NPH3IHAHE]
COOTBETCTRYOIIUMA TpeGosanuam GMP,

Jliobeie oTKI0OHeHHS GBIIH OlleHer bl 10 BLINYCKa cepii. JlaHHAA cepHs BLINYLIEHA YIOAHOMOYEHHLIM
JIHLOM.

YnonHoMoueHHOE TMLIO: Hoonuco
Hara: 24.10.19
Dr.ssa Paola Giori

Cepua nposepeHa (Otnen hapMaueBTH4eckoro Buimycka): Dr. Roberta Caraggi flata: 24.10.19

*****KOHCH OTUeTa*F¥*%



Cert. No : $9006040

Istiulo De Angell 5.1.L-Loc. Prulli n. 103/c- 50066 Reggelio (FI-taly
Manutacliring Authorizaion N°: aM-136/2018 dated 071 1/2018
GMP Certilionte No: 1T/2334/2018

Istifuto®

"DB Angeli

Certificate of Analysis and Conformance

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

Batch No.:  932835A No. of Analysis ; 19006612 -2- 1
Asticle No. : 464396 Date of Manufacture : 02.10.2019
Semifinished batch 932835 Expiry date: 10/ 2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 24.10.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No. :  79877_P330A00201
Marketing Authorization No: P N015856/01
Page: 1
Test
Speclfication Result Evaluation

Appearance

Clear, faintly yellowish solution filed into amber glass vials Conforms c

fitted with a metering pump.
Odour

Of eucalyptus Conforms c
Colour of the solution

Not more intensely coloured than the reference solution Conforms c

BY7
Clarity of the solution

Clear or not more opalescent than reference suspension | Conforms c
pH

60-75 62 C
Freezing-point depression

{ smometry )

0,50-0,62K 0,55 ]

Relative density
d{20/20)

1,007 - 1,017 1,016 c
Mean delivered dose

70 - 94 pg/ metered dose 87 c



Cort. No : 19006040

Istifuto®
De Angell
-
Istituto De Angell §.1.L-Loc. Pruli n, 103/c- 50086 Reggeio (Fi}-/taly
Manufacturing Aufhortzation N°. aM-136/2018 datad 071172018
GMP Cedtificate No: IT/233H/2018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pig/dose 10 ML RU
BatchNo.:  932835A No. of Analysls : 19005612 - 2- 1
Article No. : 484396 Date of Manufacture : 02.10.2019
Semifinished batch 932835 Expiry date: 10/2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 24.10.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015858/01
Page: 2
Specificatio Result Evaluation
Uniformity of dosage units
03
{STD)
0,7
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
99,9 -
(AVG)
99,5 100,2 100,0 99,6 88,6 100,3 100,1 c
99,7 100,0 99,8
Number of actuations per contalner
Not less than 120 metered doses Conforms c
Droplet size distribution
Median dlameter Dv(50)
30-60pm 45 c
Droplets <10 pm
<=6% 1 c
identification
KB 227(Tramazollne Hydrochloride anhydrous)
Corresponding to standard Conforms c
Benzalkonlum chioride
Corresponding to standard Conforms c



Cerl. No : 19006040

ISt ® "

De Angell
-
Istituio Do Angel 8.r.L.-Loc. Prulll n. 403/- 50088 Reggelo {FI)-Haly
Manulacturng Authortzation N*: ab-138/2018 dated 0711172018
GMP Cortiicato No: 2332018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
BatchNo.: 932835A No. of Analysis : 18005612-2-1
Article No. : 464396 Date of Manufacture : 02.10.2019
Semifinished batch 932835 Explry date: 10/2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 24.10.2019
Testing Spec. No.: 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No. :  79877_P330A00201
Marketing Authorization No: P N016956/01
Page: 3
Test
Specification Result val
Active ingredient decomposition
Any unspecified degradation product (HPLC)
<=05% 0+ c
Total degradation products (HPiLC)
<=0,5% 04 c
Assay
KB 227(Tramazoline Hydrochloride anhydrous) (HPLC)
142,5- 124,3 mg100.0 mi 118,2 c
Benzalkonlum chioride (HPLC)
18,2 - 22,2 mg/100.0 mi 18,7 C
Volume of contents
Conforms c
Total aeroblc bacteria count, yeast and mold count
{combined)
<= 100 cful mi 0 c
Staphylococcus aureus
Absent in 1m! Absent C

Pseudomonas aeruglnosa
Absentin 1ml Absent C



Cert. No : 19006040

Istituto®
De Angeli
-
Istituto De Angeti S.r.L.-Loc. Prulli n. 103/c- 50066 Reggeta (Fij-ltaly
Manufaciuring Authorization N*: 8M-136/2018 dated 07/11/2018
GMP Ceriificate No: IT/233H/2018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pig/dose 10 ML RU
Batch No.:  932835A ~__No. of Analysis : 19005612-2 - 1 B
Article No. : 464396 Date of Manufacture : 02.10.2019
Semifinished batch 932835 Expiry date: 1072022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printedon : 24.10.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No. :  79877_P330A00201
Marketing Authorization No: P N015956/01
e Page:4
Test
Specification Result Evaluation

Batch quantity released (pcs) : 51281 - Number of the Normative Document: P N015956/01-280547

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:

Batch Review (Pharmaceutical Release Dept.): Dr. Roberta Cariaggi Date: 24.10.2019

++ End of Report ™™



