JEKJAPAITIAS O COOTBETCTBHU

JEKJIAPAHT, IPHHUMAIOUIHA JEKJIAPAIIMIO O COOTBETCTBHH

AO "Canoghu Poccua”

Ceedenusn o pezucmpayuu opzanusayuu. Mexcpationnaa uncnexyun Pedepansroti Hanozoeoi cayocbvl Ne 46 no
2. Mockee 01.01.2008, O'PH 1027739079940, dama npucscenus OI'PH 19.08.2002.

Adpec: 125009, z. Mocxea, ya. Teepckasa, 0. 22. Tenechon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvruiii dupexmop Mownoic O.A.

Hoeepennoe auyo: Cmenanoe C.C., doeepernocme 6/ om 01.12.2017

3AABJSIET, UTO

nexapemeennoe cpedcmso: Jlazonean Puno, cnpeii nasanvrbtii dosuposannviil 82 mxz/003a 10 mn, Praxonst
MeMHO20 cmekaa ¢ dosupyouum yempoticmeom (1), nauxu xapmonnvie, PY Ne IT N015956/01 om 24.08.2011
(dama 3amenst 02.08.2017) evidano AO "Canogpu Poccua", cepusn 9320434, napmun 50175 ynaxoeok, zoden oo
01.06.2022, npouzeodcmea Hucmumym 0e Anzenu C.p.JL, Hmanua, Istituto de Angeli S.r.L.,Localita Prulli,
103/C-50066 Reggello (FI),Italy, ko0 OKITJ2 21.20.10.251, koo TH B3 3004490009, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Mo 9085340996 om 19.07.2019

COOTBETCTBYET TPEBOBAHHSIM
11 N015956/01-290517 uzm. Ne |

JEKJIAPAITHS IIPHHATA HA OCHOBAHHH
npomoxon ucnuimanuii Ne 23730 om 29.07.2019 HJI 000 HL] "®APMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21®J140, Cepmucpuxam POCC IT. DM08.C45079 om 29.07.2019

JATATPUHATIA NEKJIAPALIUH 29.07.2019
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CBEJJEHUSA O PETHCTPAIIMHN

OPTAH 10 CEPTHO®UKALIUH, 3APETHCTPHPOBABIIHIA JEKJIAPAITMIO

RA.RU. 11 ®M08 OPTAH I10 CEPTHO®UKALIMH ITPONYKLHH OFIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH JEHTP KOHTPOJI KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yr. Macmepxoea, 0. 4, am. 5, nom. I, kom. I, adpec opzana no
cepmuuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepkosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim.: oyxkx.pe.

JEKJIAPAIIHA O COOTBETCTBUH 3APET'HCTPUPOBAHA X POCC RU J-IT. ®M08.A.31480/19
JATA'PETACTPALIUMA 29.07.2019
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Cepr. Ni: 19003876

Uncturyro ae Anrenu C.P.JL. Mpynnu 103/c- 50066 Jlorotan <MucTuTyT Ae AHrem>
Perrenno {©nopenunn) — Hranus

TpoussoncTeennan nuuensna Ne: aM-32/2016 or 07/11/2016
GMP ceprudmxar Ne :IT/233/H/2018

CepTudukaT aHANM32 H COOTBETCTBHSA

HaspaHue JiekapcTBeHHOTO JIA3OJIBAH PUHO cnpeit nalansneiii no3upoBannslii 82 mxr/mn, 10 ma
¢peacrea:

Cepun Ne: 932043A Ne anannza: __19003623-2-1
ApTHKYN Ne: 464396 Jata npoussoncrea:  12.06.2019
Cepus npoMexXyTONHOI0 NpoayKTa: 932043 Cpox roasoctu: 06 /2022

BIX xon/ YnakoBounsii maTepuan: DnaxoH (CTeKNAHHEIN) Haneuarauo: 03.07.2019
TectoBas crneunduxanns Ne: 79877 P510A00101+ND Kona sakasunka: 652236
Ipon3soacTBeHHAn cnieunduKanns 79877_P330A00201

Ne:

Perucrpaunonnoe yaocrosepenne Ne: 1 N015956/01
Crpannua: 1

Heneitanue Crenndurauun PesyabTaT Onenka
Omcaune
I1po3panusiii, Gneano-xenToro usera PACTEOD, B CTEKNAHHEX  COOTBETCTBYET C
(pAaKOHAX SHTAPHOTO LIBETA C AO3MPYIOIUHM YCTPOHCTBOM
3anax
3amax 3pKanunTa Cooreercrayer C
Lser pacreopa
He Gonee HHTEHCHBHO OKpallEH, 4eM pacTBOp cpasHenns BY7 CooraercTByer C

Ipo3payHocTs pacTBopa
Tpo3paynLIii HAH ONANCCUEHLIA HE BHIIIE STANOHHOM CooTtsercrayer C
CY3MEeH3HH |

Tlonuacene Toukn 3aMep3annn
(ocMoMeTpHA)
0,50-0,62 K 0,54 C

3navenne pH
650 N 7:5 6,2 C

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

Cpennsas BbicBoGoxaaeMan a03a
70-94 mMxr/noza 83 Cc

Onpegenenne xaneasn no
pa3mepam
Cpeanuii anamerp Dv (50)
30-60 mMxm 50 C

O61em kanenn
auameTpom MeHee 10 Mkm
<=6%

Koanuecteo no3 Bo pnaxone
He menee 120 noa




Cepr. Ne: 19003876

Wneruryro ae Aurenn C.PJL TNpynny 103/c- 50066 Jlororun <HHcTHTYT Ae AHrenu>
Perreano (nopexunn) — Hranus

TlpoussoncTeennan auuensng Ne: aM-32/2016 ot 07/11/2016
GMP cepidiixar Ne :IT/233/H/2018

Ceprudnkar aHaM3a ¥ COOTBETCTBUS

Hassanue nexapcreennoro  JIA3OJIBAH PUHO cnpeit nazanbubrif no3npoBannbiii 82 mxr/mit, 10 ma

cpencTea:
Cepun Ne; 932043A Ne ananmza; 16003623-2-1
AptHkyn Ne: 464396 Hata npoussoacrea:  12.06.2019
CepHa NMPoMeKyTOMHOIO IEPOAYKTS: 932043 Cpok rogHocTh: 06 /2022
BIX kon/ ¥ naxopounbtit MaTepuan: Dnaxon (cTeKNaHHLI) Haneuatano: 03.07.2019
TecToras eneumpurkauns N 79877_P510A00101+ND  Kon 3axa3unka: 652236
IpoxnssoacTBeHHAR cneuH(IKALHS 79877_P330A00201
Ne:
PerncTpaunonnoe yaocrosepenue Ne: 1 N015956/01
Crpannua: 2

Hcniiranne Cneundukauns Pesynprat Ouenka
OnnopoaHoCcTL A03NPOBANHA

(STD) 3.0

Tpebopanune A (n=10) 7.2 -

KpHTEpHii

NPHEMIIEMOCTH

<=150(mpu K =2,4)

Tpeboranue B (n=30)

KpHTEepUi

NpHEMIEMOCTH

<=15.0(mpu K =2,0)

Kaxaniit obpazen

IomxeH 6uTh 0,75 M -

[,25 M

(AVG) 100,3 -

100,6 100,9 98,2 100,4 92,6 102,2 100,8 C
102,8 102,7 101,4
Hoanunnocers
KB 227 (rpamasonnna ruapoxnopuaa Gesnoanoro)
CooTeercTyer cTauzapty CooTBeTcTBYET C
BensankoHus xnopHaa
CooteetcTByer cTangapTy CooTBeTcTRYET C

Pacnan aKTHBHOTO HHIPEIHEHTA
Jho6as nenpenTHOHIMPOBAHKAS NpHMech (BIKX)
<=0,5% 0,1

Cymma Beex npameceii (B3XX)
==0,5% 0,1




Cepr, Ne: 19003876

Huemryro pe Anrenn C.PJLL pynnu 103/c- 50066 JoroTun <I/[Hcmm e AHrenu>
Perrenno (®nopenumn) — Hranus

TNMponsroncTeennan AnueH3Ha Ne: aM-32/2016 ot 07/11/2016
GMP cepdpukar No :IT/233/H/2018

CeprudmkaT aHa M3 M COOTBETCTBHA

Ha3zpanue nexapereennoro  JIA3OJIBAH PUHO cnpeii nasanbumii Aosupopannbiti 82 mkr/ma, 10 Ma

cpencTea:
Cepnn Ne: 932043A Ne ananusa: 19003623-2-1
ApTHKYN Ne: 464396 Jarta npouzsoactea:  12.06.2019
CepHs npomMexKyTOMHOrO NPOayKTa: 932043 Cpox roanocrh: 06 /2022
BIX xop/ ¥YnakoBounblii MaTephan: ®raxoH (CTEKIRHHRN) Haneyarano: 03.07.2019
TectoBan cneundukauns Ne: 79877 _P510A00101+ND  Kon 3aka3umnka: 652236
Ipon3soacTBeHHast cieunpHKanua 79877_P330A0020]
Ne:
Perucrpaunonnoe yaocrorepenne Ne: 1 N015956/01
Crpanuna: 3
HcnniTanue Crenndnkauus PesyanTat Ouenka
KosaHuecTBeHHOE Onpeaenenne
KB 227 (tpamaszonnua ruapoxiopuaa 6e3soaHoro) (B3XX)
112,5 - 124,3 mr/100,0 mn 1187 C
BensankoHns xnopuaa (B3

18,2 — 22,2 Mr/100,0 Mn 20,0 C
O6nem conep:xrmoro duiakona CootBercTBRYET C
Obwmee KoMHUECTBO 23pOGHBIX MHKPOOPraHH3MOB

<= 100 KOE/mn 0 C
Staphylococcus aureus

Orcyrcreyer B 1 MA OtcyteTByeT C
Pseudomonas aeruginosa

Orcytereyer B 1 Mn OrcyrcTBYeT C




Cepr. Nu: 19003876

Hucturyto ne Anreny C.P.J1. Tlpynnu 103/¢c- 50066 Jlorotun <HucruTyT Ae AHrenn>
Perreanc (daopenunsa) - Uranua
MNponssoncreennas nuueH3na Ne: aM-32/2016 ot 07/11/2016

GMP ceptudmxar Ne ;IT/233/H/2018

CepTndukaT aHA/IN3A H COOTBETCTBUS

Haspanue nexapersensioro  JIASOJIBAH PUHO cnpeil nasanbubiit Aosuposannsii 82 mxr/mn, 10 mn

cpencTBa:
Cepnsa Ne: 932043A Ne ananmusa: 19003623-2-1
Apruryn Ne: 464396 Hata nponssoacrea:  12.06.2019
Cepus poMexXyTOMHOr0 HPORYKTA: 932043 Cpox roanocTh: 06 /2022
BIX xoa/ Y nakoBo4HbIH MaTepHam: PnakoH (CTEKNAHHEI) HaneuaTano: 03.07.2019
TectoBan cneundurauns Ne: 79877_P510A001014ND Kon 3aKa3zunka: 652236
IlpousBoncTBenHasn cneunpukanus 79877_P330A00201
Ne:
Perncrpauvonnoe yrocrosepenue Ne: T1N015956/01

Crpanuna: 4
HenkiTanne Creunduxauus PesvabTar Ounenka

Pa3mep swinymennoli cepun (1ut): 50175 — Homep nopmarurioro ankvamenta: 11 NO15956/01-250517

Otienka: CootBeTcTRYET

3asBNEeHHE O CepTHOHKALMK:

HacTosunm noaTeepxaaro, YTo BhimeyxasaHHas HHGOPMaUNA ABACTCH HAOCTOBEPHOH H NpaBUALHOMN.
Jaunan cepus nexapcTBEHHOTO CPEACTBA NPOMIBEAEHA, BKAKOMAS YNAKOBKY H KOHTPO/b KAYECTEA, B
YKa3laHHOM Bbille MECTE B MO/THOM COOTBETCTBHH € TpeGoBannamu GMP MecTHOro peryaTopHOro oprana u
cneunpuKAUHAM, 3aPErHCTPHPOBAHNHBIM B HMIIOPTHpYIOWeli cTpawe,

OTueTh! 0 MPOH3IBOACTBE CEPHH, YNAKOBKE H KOHTPOJIE KA4ecTBA ObLLTH NpoOBEPEHbI H MPHIHAHBI
COOTBETCTBYHOILHMH TpeGosannam GMP,

JIrobbie oTiNOHEHHSA GLIH OLleHEHB! 10 BbiNycka cepu. JanHan CepHsl BLINYIEHA YIOIHOMOYEHHBIM
JIHLIOM.

YnoanoMoueHHOe IMLo: Hoonuce
Hara; 03.07.19
Dr.ssa Paola Giori

Cepna nposepena (Otaen papmanesTiyeckoro Boimycka): Dr. Beatrice Nannini Hdara: 03.07.19

*##**Koﬂeu omm**#*#




Cert. No : 18003876

Istifuto ®

< De Angeli
Istuto De Angell S.r.L.-Loc. Prulll n, 103/c- 50066 Reagello (FT-Italy
Manufacturing Authorization N*: abd-136/2018 dated 07/11/2018
GMP Cerlificate No: (T/233/2018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 ug/dose 40 ML RU
BatchNo.: 932043A No. of Analysls ; 19003623 - 2 - 1
Article No. : 464396 Date of Manufacture : 12.06.2019
Semifinished batch 932043 Expiry date: 06 /2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 03.07.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 1
Test
Specification Res Evaluation

Appearance

Clear, faintly yallowlsh solution filled inlo amber glass vials  Conforms c

fitted with & metering pump.
Odour

Of sucalyptus Conforms c
Colour of the solution

Not mors Intensely coloured than the reference soluton Conforms c

BY7
Clarity of the solution

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

6,0-75 62 Cc
Freezing-point depression

{ Osmometry )

0,50-0,62 K 0,54 C

Relative density
d(20/20) '

1,007 - 1,017 1,015 C

Mean delivered dose

70 - 84 pg/ metered dose 88 c




Cort. No : 18003876

Istifuto ®

De Angsi}
<
Istivto De Angeli S.r.L.-Loc, Prull n. 103/c- 50068 Reggelia {F|)-ltaly
Manutachuring Authorization N°: aM-136/2018 dated 07/1112018
GMP Cartificate No: IT/233H/2018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
BatchNo.:  932043A o No. of Analysls : 19003623 - 2- 1
Articie No. : 464396 Date of Manufacture : 12.06.2019
Semifinished batch 932043 Explry date: 06/ 2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on ; 03.07.2019
Tasting 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
30 .
(STD)
12 -
Requirement A (n = 10)
AV<=15.0 (With K = 2.4)
Requirement B {n = 30)
AV<=15.0 (with K=2.0)
Each individual |s 0,75M-1.25M
100,3
{AVG)
100,6 100,9 98,2 100,4 92,6 102,2 100,8 C
102,8 102,7 101,4
Number of actuations per contalner
Not less than 120 metered doses Conforms C
Droplet size distribution
Median diameter Dv(50)
30 -80 um 50 c
Droplets <10 um
<=§% 1 c
Identification
KB 227(Tramazoline Hydrochloride anhydrous)
Corresponding to standard Conforms

Benzalkonlum chloride
Corresponding to standard Conforms




Cert. No : 19003878

Istituto De Angell §.r.L.-Loc. Prulli n. 103/0- 50066 Reggedo (Fijaly
Manufacturtng Authodzation N°: aM-136/2018 datsd 07/11/2018
GMP Cenllficate No: IT/233/H/2018

Istifuto ®

DeAngeu
-

Certificate of Analysis and Conformance

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

BatchNo.:  932043A

No. of Analysls :

19003623 - 2-1

Article No. : 464396 Date of Manufacture : 12.06.2019
Semifinished batch 932043 Explry date. 0672022
BIX codef Pack. Mat. : BOTTLE (GLASS) Printed on : 03.07.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No,:  79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 3
Specification Result Evaluation
Active Ingredient decomposition
Any unspecified degradation product (HrLC)
<=0,6% 0,4 c
Total degradation products (HPLC)
<=05% 01 c
Assay
KB 227(Tramazoline Hydrochloride anhydrous) (HrLc)
112,5- 124,3 mg/100.0 mi 1187 c
Benzalkonlum chloride (HPLC)
18,2 - 22,2 mgi00.0 ml 26,0 c
Yolume of contents
Conforms c
Total aerobic bacterla count, yeast and mold count
{combined)
<= 100 cfu/ mi 0 c
Staphyiococcus aureus
Absent in 1mi Absent c
Pseudomonas aeruginosa
Absentin 1ml Absent C




Cert, No : 19003876

Istifuto ® >

De Angeli
-
Istituto De Angeli $.r.L.-Loc. Prulli n. 103/c- 50066 Reggetio (FI)-taly
Manufacturing Authorization N*: aM-136/2018 daled G7/11/2018
GMP Certificate No: IT/233/H/2018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
Batch No.:  932043A B ~ No. of Analysis : 18003623 - 2- 1
Article No. : 464396 Date of Manufacture : 12.06.2019
Semifinished batch 932043 Expiry date: 06 /2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 03.07.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 4

Tast

Specification Result Evaluation

Batch quantity released {pcs) : 50175 Number of the Normative Document: P N015956/01-290517

Evaluation: " Conforms

arfiﬁcation_s_t;t'é-ment:m

I 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.
Ialit isrl.
Qualified Person: Quelifigd Person =
Date: ﬂr.ssa Giori

02 o218

Batch Review (Pharmaceutical Release Dept.): Dr. Beatrice Nannini Date: 03.07.2019

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




