JAEKJIAPAIINSI O COOTBETCTBHUUA

JEKJIAPAHT, IPHHUMAIOIHI AEKJIAPAIIHIO O COOTBETCTBHH
AO "Canocpu Poccua"
Ceedenun o pezucmpayuu opzanusayuu. Mexcpaiionnan uncnexyus Pedepansroli nanozoeoi cyxcovt Mo 46 no
2. Mockee 01.01,.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.
Adpec: 125009, 2. Mockea, yn. Taepckas, 0. 22. Tenegpon/chawc: 8 (495) 721-14-00/721-14-11
B nuye: Ienepanvuviii oupexmop Monoic O.A.
Joeepennoe auyo: Cmenaros C.C., dosepenrocms 6/n om 01.12.2017

3ASIBJISIET, UTO

nexapcmeernoe cpedcmeso: Jlazonean Puno, chpedi nazanshuili Oosuposannolii 82 mx2/0o3a 10 mx, pnaxonvt
memMHo20 CmeKRa ¢ Oosupylouum ycmpoticmeom (1), nauku kapmounsie, PY Ne I1 N015956/01 om 24.08.2011
(dama samenst 02.08.2017) emdaro AO "Canogpu Poccun", cepus 9310204, napmus 50448 ynaxosok, 200er 00
01.01.2022, npouseodcmea Hrcmumym de Anzenu C.p.JI., Hmanua, Istituto de Angeli S.r.L., Localita Prulli,
103/C-50066 Reggello (FI),Italy xod OKIIJ2 21.20.10.251, koo TH B[] 3004490009, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085324347 om 22.02.2019

COOTBETCTBYET TPEBOBAHHAM
T NG15956/01-290517 uzm, Ne |

JEKJIAPAIIMSI ITIPUHSITA HA OCHOBAHHUH
npomoxon ucneimanuii Ne 5690 om 28.02.2019 HJI 00O HL] "®APMOBOPOHA", ammecmam axkxkpeoumayuu
POCC RU.0001.21®J140, Cepmucpucam POCC IT. ®M08.C35022 om 28.02.2019
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JEKHAPAIISU AEMCTBUTEIBHA JIO 01.01.2022
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CBEJEHUSA O PETUCTPAIIMUA

OPTAH I10 CEPTHOHKAIMH, 3APETHCTPAPOBABLIHI] JIEKJIAPALIMIO

RA.RU.11DM0O8 OPTAH IO CEPTHO®HKALIHH TPOOYKIIHH OBLJECTBO C OIrPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yr. Macmepxoea, 0. 4, sm. 5, nom. I xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepxosa, 0. 4, am. 5., men. (495)788-02-88, 6eb-
caiim: oyxx.pg.

JEKJIAPALIMSI O COOTBETCTBHHU 3APETHCTPHPOBAHA M POCC RU A-IT. ®PM08.A.1 7353/19
JATA PEEMCTPAIIUH 28.02.2019

AL '
Junenko H.B.
QpagHiiio o non%crj Pyxkosogutens OC

cepmisuxdaiiuy




Cepr. Ne: 19000542

Hsucruryro ac Anrenst C.P.J1. Tpynnu 103/c- 50066

Perrenno (©nopenins) — Mranua

TIponssoacTeenHan anuensua No: aM-32/2016 ot 02/03/2016

CepTuHKAT aHANH3A ¥ COOTBETCTBHS

Jlorotin <UHcTHTYT O AHrenu>

Hassanne nexapereensoro  JIA3OJIBAH PHHO cnpeli HazaneHE 2o3uporaHHLI 82 MKr/Mn, 10 Ma

cpeacTea;

Cepus No: 931020A

Ne ananuia:

19000059-2-1

ApTHKYn Ne:

Cepns npomMexKyTOMHOTO NPOAYKTS:
BIX koa/ Ynakosounbiii MaTepuan:
Tecrosans cneunduxauns Ne:
IlponspoacTEeHHAs cneuHpUKALRS
Ne:

®rakon (cTeknanHedi)
79877_P510A001014ND  Kop 3aka3unka:
79877_P33GA0R01

JaTa npouseoxcrea:
Cpox roanocTn:
Haneuatano:

03.01.2019
01/2022
30.01.2019
652236

Pernctpaunonnoe yaocrosepenne Ne:  IT N015956/01
Crpannua: 1
HcnbiTanue Cnennduranns PezynrTaT Ouenka
Onncanne
Tpospaunsii, GnenHO-KENTOro HBETa PACTBOp, B CTEKNKHHEX CooTeercTBYET C
(axoHaX AHTADHOTO WBETA ¢ ZOZHPYIOLIHM yerpoiicreom
3anax
3arnax 3BKATHITTA CooTBeTCTBYET C
1leer pacreopa
He Gonee MHTeHCHBHO OKpaIUEH, 9eM PacTBop cpasHerys BY7 Cootsercryer Cc
Iipo3paunocTs pacTBOpa
Tpospase1ii umi ONANCCLEHINA He BLIIE sTanomHOH CooTtBeTcTBYET C
Cy3meH3uH 1
TounxkeHne TOYKH 3aMep3aHus
(ocMomeTpus)
0,50-0,62K 0,54 C
3navenne pH
6,0-7,5 6,3 C
OTnocuTensLRas NNOTHOCTL
d(20/20)
1,007 - 1,017 1,015 L
Cpeanas BhicBoboscaaeman noza
70-94 Mxr/noza 84 C
OnpeaencHne xanean no
paiMepam
Cpenunit nuametp Dv (50)
30-60 miov 47 c
O6Lem Kanenn
ZuameTpom menee 10 Mxm
<=§6% 1 o % ucem iy
o t Orpy, ™~
y ) ./, e o,
Konnuecrso 203 Bo daaxone fgf \ )
He menee 120 no3 Cootsetctyey C ',\-?_‘."(-) ©
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Cepr. Ne: 19000542

HHCT'"'YTO e Anrenu C.PJL. Tpynnn 103/c- 50066 JNorotin <HHCT]‘ITYI' ne ARrenu>
Perremno (&nopenups) — Hranna
TIponseoncTeeHnan nuueHINA Ne: aM-32/2016 ot 02/03/2016

Cepruduxar ananmsa g COOTBETCTBHS

Hassanue nexapcreennoro  JIA3QJIBAH PHHO cnpeii asansueiii A03upoBannElii 82 Mxr/mi, 10 Ma

CpeAcTBa:
Cepun Ne: 931020A Ne ananmia: 19000059-2-1
Aptikya Ne: 464396 HJata npowspogerea:  03.01.2019
Cepust NPOMEXYTOYHOTO NPOAYKTA: 931020 Cpok roguocTi: 0172022
BIX xon/ ¥nakosounbifi MaTepuan: drakoH {(CTeKTAHHbI) Haneuatano; 30.01.2019
TecToras cnennduxaunsn Ne: 79877_P510A00101+ND Kop 3axa3uuKa: 652236
IIpoussoxcTBeHHAR cneunpUKaLHA 79877_P330A0020]
Ne:
PerucrpaunonHoe ynocroeepeune Ne: 1 N015956/01
Crpannna: 2
WcnbiTaune Cneunduxanus PesvabTar Ouenka
OnHOpOAHOCTL AO3NPOBAHAA
(STD) 1,0 -
TpeGorarne A (n=10) 2,4
KpHTepuii
NPHEMJIEMOCTH
<=15.0(mpuK =2,4)
Tpebosarme B (n=30)
KpuTephii
HPHEMAEMOCTH
<=15.0(mpu K =2,0)
Kaxnpiii o6paszen
IomkeH 6u1TE 0,75 M -
1,25 M
(AVG) 100,1 e
98,8 99,6 102,5 99,5 100,1 100,3 100,1 c
100,1 100,8 99,5
HopnuunocTs
KB 227 (rpamasoiHHa raapoxnopas GessorHoro)
COOTBETCTRYET CTAHAAPTY CooTBeTCTBYET C
Bensankonus xjopuia
CoOTBETCTBYET CTAHZAPTY CooTeeTcTBYET C
Pacnaf aKTHBHOrO BMrpeJHeHTa
Ji6an nenneHTHYHIEHPOBAHHAR NpAMecsh (BIXX)
<=0,5% 0,1 C
gTAD
CyMma Beex npuMecedi (B3XX)
C

<= 0,5 % 0: A

| ‘(CEIHO(P“ PO?""
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Cepr. Ne: 19000542

Wucriryro e Anrenn C.P.JL Mpynim 103/c- 50066 Jlorotin <HHCTUTYT fie AHreny>
Perrenno (Gnopenuna) - Hranun
Npomssoncteennan mauensng Me: aM-32/2016 ot 02/03/2016

CepTuduKaT aHAIN32 H COOTBETCTBHSA

HasBanne neKapcTBeHHOr0 JIAZOJIBAH PYHO cnpeii nazanbubifi Ao03HpoBAHHLIH 82 MKT/MIL, 10 Mn

cpeacTBAa:
Cepusa Ne: 931020A Ne ananmnia; 19000059-2-1
ApTuryn Ne: 464396 Jara npoussoacrea;  03.01.2019
Cepusi npoMexyToHOro npoaykra: 931020 Cpok roaxoeTn: 01/2022
BIX xon/ ¥YnakoBouHbiil MaTepnan: Oraxol (CTEKMAHHLIT) Haneuatano: 30.01.2019
Tecropas cnenmduxaumna Ne: 79877_P510A00101+ND Kop 3aKxa3uuka: 652236
TIponsBoacTeennan cnenudnrxanns 79877_P330A00201
No;
PerncrpanmonHoe ynocrosepenne Ne:  I1N015956/01
Crpasnua: 3
HenviTakue Cneundukaung PeayanTar Onenka
KonuuecrBeHHoe onpenenenne
KB 227 (TpamMa3sonuna ruApoXIOpiAa Gespoxnoro) (BIXX)
112,5 - 124,3 Mr/100,0 mn 118,6 C
Ben3a/ikoHus xnopuaa (B3XX)

18,2 —22.2 Mr/100,0 Mn 19,2 C
Ob6nem coaepixuMoro gaaxona CooTBeTCTBYET C
Ob1ee KonmnYecTEO a3poGHBIX MHKPOOPraHH3MOB

<= 100 KOE/Mn 0 C
Staphylococcus aureus

OrcyrcrByer B 1 MI OtcyTcTBYET C

Pseudomonas aeruginosa
Otcyrcteyer B 1 MI OrcyTcTBYET C




Cept. Ne: 19000542

Hucrvryro se Awrenn C.P.J1 Hpynmu 103/c- 50066 Jlorotun <HHCTUTYT Oe AHrens>
Perrennc (Onopenumn) — Hranus
TlponseoncieenHas muenina Ne: aM-32/2016 or 02/03/2016

CeprndukaT aHAIN3A B COOTBETCTBHA

Haspanue nexapersensioro  JIAZ0JIBAH PHMHO cnpeii nasansRENi 103npoBanHbi 82 MK/M, 10 Ma
cpeacTBa:

Cepusn Ne: 931020A Ne aHanM3a: 19000059-2-1
ApTtuxyn Ne: 464396 Hara nponssoacrea:  03.01.2019
Cepnsa npomMeRyTOYHOIO NPOAYKTAE: 931020 CpoOK roaHOCTH: 01/2022
BIX xon/ Ynakosounnlii matepuan: PnakoH (CTeKNAHHLIN) Haneuarano: 30.01.2019
TecroBan cneuuducanns No: 79877_P510A00101+ND Koa 3aKka3unKa; 652236
ITpousponcTBenHas cnennguraunsn 79877_P330A00201
Ne:
Perucrpaunonnoe yrocropepenne Ne:  IT1N015956/01

Crpaunna: 4
MeneiTanne Cneunduxaus PesvasTaT Ouenka

Pasmep srimymenHofi cepun (T):. 50448 — Homep HOpMaTHBHOMO Jokymenta: T1 N015956/01-250517

Ouenxa: CootaercrBYeT

3asBneHne 0 cepTHUKAIH;

HacTosuum noxTBepH#azI0, YTO BLILIEYKAIAHHAR HHOOPMAIHS IBNRETCA ROCTOREPHOIT K IIPABUALHOH.
Haunasn cepua ieKapCTBEHHOTO CPEACTEA NPOM3BENEHA, BKAIOYAN YNAKOBKY M KOHTPONL KAYECTBA, B
YKA3aHHOM BLIIIE MECTE B IO/THOM COOTBETCTBHH ¢ TpeGosannamn GMP MecTHOO pery1aTopHoroe oprasa n
CnenHPHKAUNAM, 3APEerHCTPHPOBAHHBIM B HMIIOPTHPY:Oweii cTpane.

OtueTel 0 npon3BoOACTBE cepHn, YNAKOBKE I KOHTPOJIE KAYeCTBA GLLTH NPOBepeHB M HPH3HAHE!
COOTBETCTBYHIUMMH TpeGoBannaM GMP,

JlGbie 0TKN0HEHHS GB1IH OUeHEeHEI A0 BLIMYcKa cepui, Jaunas ceplist BhIMYLIEHA YIOAHOMOYEHEBIM
JIHLOM.

VI0MHOMOREHHOE AHLIO: IToénuce

Hara: 30.01.19

Cepns mposepena (Otaen ¢apManesTHaeckoro umycka): p. Poraii Aneccuo [fata: 30.01.19

*****Koﬂen OTHeTa* ¥4 ¥*




Ceort. No : 19000542

Istifuto Cagl

De Angell
<
Istiuto De Angeli 8.rL.Loo, Prulll n, 103/c- 50065 Reggelio {Fi)-Haly
Manufactuting Authorization N*: al-136/2018 dalad 071172018
GMP Ceficate No; I1/233/H/2018
Certificate of Analysis and Conformance __
1
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
Batch No.: 931020A No. of Analysis : 19000059 - 2- 1
Atticle No, : 464396 Date of Manufacture : 03.01.2019
Semifinished batch 931020 Explry date: 0112022
BIX code/ Pack. Mat, ; BOTTLE (GLASS) Printed on : 30.01.2019
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
Ciear, faintly yellowish solution filled into amber glass ials  Conforms c
fitted with a metering pump. =
Odour
Of eucalypius Conforms c
Colour of the sclution
Not more Intensely colourad than the eference solution Conforms c
BY7
Clarity of the solution .
Clear or not more opalescent than reference suspension!  Conforms c
pH
60-75 63 c
Freezing-point depression
{ Osmomelry )
0,50-0,62K 0,54 C
Relative density
d{20/20}
1,007 - 1,017 1,015 c
Mean dellvered dose
70- 84 pgf metered dose B4 c
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Corl. No : 18000542

Istiluto De Angell S.r.L.-Loc. Prulll n. 103/c- 50068 Reggalo (Fi)-Haly
Manufacting Authorzation N°: aM-136/2018 dated 07/11/2016

GMP Cerillicate No: F1/2331H/2018

Certificate of Analysis and Conformance

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

Istifuto &

De Anpgell
@

BatchNo.:  931020A No. of Analysls : 19000059 - 2 - 1
Article No, ; 464396 Date of Manufacture ; 03.01.2018
Semifinished batch 831020 Explry date: 01/2022
BIX code/ Pack. Mat. : BOTTLE {GLASS) Printed on : 30.01.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorizatlon No: P N015956/01
Page: 2
Test
Specification esult Evaluation
Unlformity of dosage units
1.0 -
(STD)
24 -
Requirement A (n = 10)
AV<=15.0 {with K = 2.4)
Requirernent B (n = 30)
Av<=15,0 (with K = 2.0)
Each individual Is 0.750-1.25M -
100,1 -

(AVG)

Number of actuations per contalner
Nof less than 120 melered doses

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

Droplets <10 pm
<=8%

Identification

KB 227(Tramazoline Hydrochlorlde anhydrous)

Corresponding to standard

Benzalkonfum chloride
Corresponding to standard

£8,6 99,6 102,5 99,5 100,1 100,3 100,1
1001 100,8 99,5

Conforms

4

Conforms

A

Conforms / ;. \
« | Canodi ICCHRY
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Cert. No : 19000542

Istifuto @
De Angell
-«
Istituto Do Angell S.x.L.-Loc. Prul n, 103/c- 50066 Reggoei (Fi-taly
Menufacturing Authorization N°; aM-136/2018 dated 07/11/2018
GMP Certificate No: IT/233/H12018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
Batch No.:  931020A No. of Analysls : 18000058 - 2- 1
Article No. : 464396 Date of Manufacture : 03.01.2019
Semifinished batch 931020 Expiry date: 01/2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printedon : 30.01.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015856/01
Pape: 3
Test
Specification esult Evaluation
Active Ingredlent decomposition
Any unspecified degradation product (HrLc)
<=05% 0,1 C
Total degradation products (HpLC)
<=05% 0,4 c
Assay
KB 227(Tramazoline Hydrochloride anhydrous) (HpLC)
112,5- 124,3 mg/100.0 mi 1186 C o
Benzalkonium chloride (HpLC)
18,2 - 22,2 mg/100.0 ml 19,2 C
Volume of contents
Conforms c
Total aerobic bacteria count, yeast and mold count
{combined)
<=100 cfu/ ml 0 c
Staphylococcus aureus
Absentin 1! Absent c
Pseudomonas aeruglnosa

Absentin 1ml Abssnt C




Cert. No : 19000542

Istifuto ®

De Angeli
S

Istilrto De Angeli S.r.L.-Lot. Prulii . 102/c- 50066 Regaelio (Fij-ltaly
Manufacluring Authorization N°: aM-136/2018 dated 0711172018
GMP Cerlificate No: IT/233/MH/2018

Certificate of Analysis and Conformance

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

BatchNo.:  '931020A No. of Analysis : 19000059 - 2 - 1
Articie No. : 464396 Date of Manufacture : 03.01.2019
Semifinished batch 931020 Expiry date: 0112022

BIX codef Pack. Mat. : BOTTLE (GLASS) Printed on : 30.01.2019
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

Batch quantity released (pcs) : 50448 - Number of the Normative Document; P NO15956/01-290517

Evaluation : Conforms

Certification statement:

I'hereby cerfify 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. Rogal Alesslo Date: 30.01.2019

¥ End of Report ****




