JEKJAPAIIMSI O COOTBETCTBHHU

JEKJIAPAHT, IPUHUMAIOIIHI JEKJIAPALTHIO O COOTBETCTBHH

AO "Carnoghu Poccus”

Caedenus o pezucmpayuu opzanuzayuu; Mescpaiionnan uncnexyua Gedepanvroii Hanozo6oi caysicvi Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepcras, 0. 22. Tenepon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvnviti oupexmop Mowac O.A.

Hosepennoe nuyo: Cmenarnos C.C., dosepernrocmy 6/n om 01.12.2017

3AABJISIET, UTO

nexapcmeennoe cpedcmso. Jlasonean Puno, cnpei nazanoubiii dosupoeannviii 82 mxe/ooza 10 ma, aaxons
meMHO20 cmexaa ¢ dosupyiowum yempoiicmeom (1), nauxu xapmonnvie, PY Ne IT N015956/01 om 24.08.2011
(0ama 3amenv 02.08.2017) entdano AO “"Canogpu Poccun", cepusn 9326344, napmun 51183 ynaxosox, zo0en oo
01.10.2022, npoussoocmea Hucmumym de Anzeau C.p.JI., Hmanus, Istituto de Angeli S.r.L.,Localita Prulli,
103/C-50066 Reggello (FI),Italy, ko0 OKII/]2 21.20.10.251, koo TH B3] 3004490009, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085351770 om 28.10.2019

COOTBETCTBYET TPEBOBAHHSIM
II N0G15956/01-290517 uzm. Ne |

JEKJIAPAITAA INPHHATA HA OCHOBAHHHA
npomoxon ucnuimanui Ne 33120 om 06.11.2019 HJT 000 HL "®APMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC IT. ®M08.C53275 om 07.11.2019

JATA TIPUHATHA NEKJIAPAITAHA 07.11.2019
JEKJIAPAITAS JTEHCTBUTEJIBHA 1O 0.1.10.2022

MU
M. Crenaxos C.C.

oeraapann Cb ©.H.O

CBEJEHUSA O PETUCTPAIIMH

OPTAH 10 CEPTU®HKAITUY, 3APETHCTPHPOBABIIHM JEKJIAPAIIMIO

RA.RU.11OM08 OPTAH 110 CEPTHOHKALHH ITPOAVKLIHH OBIIECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPVXKHOH [JEHTP KOHTPOJIS KAYECTBA",

adpec opzanwsayuu: 115280, 2. Mocxea, yr. Macmepxosa, 0. 4, 3m. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oyxk.pg.

JEKJIAPAIIUS O COOTBETCTBHUH 3APETHCTPUPOBAHA N POCC RU J-IT. ®M08.A.43329/19
JATA PETHCTPALIMM 07.11.2019
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\ Hunenxo U.B.
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ceprmuguxaiu




Cepr. Ne: 19005877

Huctumyto ne Aurenn C.P.J1. ITpynnu 103/c- 50066 Joromun <HHCTHTYT e Aurens>
Perrenno (dnopenuns) — Uranua

Tporssoacteennas Anuensna Ne: aM-32/2016 or 07/1 12016

GMP cepruduxar Ne :1T/233/H/2018

CepTuduxar ananusa u coorsercrBUs

Haspanne nekapcreennoro JIA3OJIBAH PHHO tnpel HasaaLHBI Ao3HpoBaHHEI 82 Mkr/Ma, 10 Ma
epeacrBa:

_Cepusa Ne: 932634A ey Nt aHanm3a: 19005590-2-]
Aprukyn Ne: 464396 Jata npoussoactea:  02.10.2019
Cepus npomeskyTouHoro npoaykra: 932634 Cpox reaHocT: 1072022
BIX kon/ Ynakosounsiit matepuan: DnakoH (CTer L) Haneuarano: 17.10.2019
TecToBan cneunduxanua Ne: 79877 P510A00101+ND  Kon 3axazumka: 652236
Npoussoacteenras enemnduraunn 79877_P330A00201
Ne;

Perncrpaunonnoe ynocrosepenne Ne: 1 N015956/01
Ctpannua: 1

Henwiranne Coenudnxanus PesvaeTar OuneHka
Onncanue

Tpospaunstit, 6neaso-xenToro usera PpacTBop, B cTeknaiubix  CoOTBETCTBYET C

nakonax AHTAPHOrO LUBET © AOIMPYIOWUM YCTpoHcTROM
3anax

3amax apxanunTa Coorsercreyer C

Iiper pacteopa
He Gonee nhreHcHBHO oxpamen, uem pacteop cpashenns BY7  CooTsercTmyer C

ITpospaunocTs pacTeopa

NpospaunLiii Han onasecuenuma be riwe STanoHHOH CootBeTcTRYET C
cy3neH3ny 1

HOHHDKCHHE TOYKNH 33 Mep3aHHA
(ocmomMeTphn)

0,50-0,62 K 0,57 C

3nauenne pH
6,0-17.5 6,1 C

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

Cpenunn BoicBoSoRAaeMasn 1032
70-94 mMkr/no3a 86 C

Onpenenenne xanens no
pasMepam
Cpeaunii anamerp Dy (50)
30-60 Mxm 52 C

O6rem kanens
Anamerpom metee 10 Mxm
<= 6%

Konnuectno n03 Bo gnaxone
He menee 120 ao3




Cepr. Ne: 19005877

Huerumyto e Avrenn C.P.JL Npynnu 103/c- 50066
Perrenno (Gnopenupns) - Hranna

TpoussoacTeennas matensua Ne; aM-32/2016 or 07/11/2016

GMP cepmudmxar Ne :1T/233/H2018

HasBanue nexapcrseHHoro

CeprudukaTt aHamu3a K COOTBETCTBHR

Jlorotan <HMHCTUTYT Re AHrem>

JA30JIBAH PHHO cnpeli nasaneubiii nosuposannbiii 82 Mxr/mi, 10 Ma

CpencTea:
Cepns Ne: 932634A N ananmsa: 19005590-2-1
ApTuxyn No: 464396 Hata npomssoactea:  02.10.2019
Cepnsi npoMexKyTOYHOIO NpoAyKTA: 932634 Cpox roaHocTh: 10/2022
BIX xon/ Ynakosounsiii MaTepnan: DnakoH (crerianHui) Haneuarano: 17.10.2019
Tecrosan cneundukaung No: 79877_P510A00101+ND  Kon 3akxaszunka; 652236

IlpoussoncTBenHan cnenndukanna

Ne:

Perucrpaunonnoe yrocrosepenne No:

T9877_P330A00201

T1 N015956/01

Crpannua: 2

HUcnpitanue

OanopoaHOCTH 103HPOBAHKS

(STD)

TpeGoanue A (n=10)
KpuTepHii
NPHEMIEMOCTR
=150 (mpp K =24)

Tpebosanne B (n=30)
KpUTepHii
MPHEMIEMOCTH
<=15.0(mpu K = 2,0)
Kaxnnrii obpaszen
AomxeH GriTh 0,75 M -
1,25 M

(AVG)

HNoannnHoeTs

Cnegnghlixaguﬂ

PesyanTat

0,3

0,7

100,5

100,2 100,2 100,5 100,1 100,0 100,6

100,8 100,8 100,6 100,8

KB 227 (tpama3osmina ruapoxnopnaa Ge3BoaHoro)

CootBetcTByeT cranaapTy

Benzankonua xnopuna

Cooteercreyer cranaapry

Pacnaj aKTHBHOTO MHIpEANEHTA
Joban HenaeHTHGUIGIPOBAHNES pUMech (BIKX)

Cymma Beex npumeceti (B30

<=0,5%

<=0,5%

CooTBeTCTEYET

CooTBeTcTBYET

Ouenka

C

C




Cepr. Ne: 19005877

Hucruryto ne Anrenn C.P.JL Tpynan 103/c- 50066 Jlorotun <HHcTuTyT Ke Anrens>
Perrenno ($nopexuun) — Hranns

NponasoacTeennan auuen3ng Ne: aM-32/2016 ot 07/11/2016

GMP cepridmrar Ne :1T/233/H/2018

Cepruduxar anannsa u coorrercTBHS

HaspaHite 1eKapcTBEHHOTO JIAZOJIBAH PHHO CNpefi Ka3aALHLI Ao3HpoBanuLIil 82 MKr/ma, 10 Ma
epeacTBa:

Cepnn No: 932634A Ne ananusa: 19005590-2-1
ApTHRyn Ne: 464396 data nponseoacrsa;  02.10.2019
Cepus npomexyTouHoro npoaykra: 0932634 Cpox roamoctn: 10/2022
BIX xoa/ YnakoBouHblii MaTepsan: ®nakoH (cTexnAnmMit) Hanewarano: 17.10.2019
TecTopas cneundurann Ne: 79877_P510A001014ND  Kon 3akasunka: 652236
TpoussoncTeennan cneundnranns 79877_P330A00201
Ne:
Perncrpaunonnoe ynocroeepenne Ne: 11 N015956/01
Crpannna: 3
Henwitanne Cnenndukanus PeayabTat Ouenka
Konuyecrsennoe onpenenenue
KB 227 (rpamasonnua ruapoxsiopnaa GespoaHoro) (BIKX)
112,5 - 124,3 mMr/100,0 Mn 118,9 L
Benzankonns xnopuaa (B3)XX)

18,2 22,2 Mr/100,0 mn 20,2 C
O6nem cogeparumoro darakona CooTBeTcTRYET C
O6uwiee KoIecTBO A3p06HBIX MHKpPOOPraHH3MOB

<= 100 KOE/mn 0 C
Staphylococcus aureus

OrcytereyeT B 1 Mn Orcyrcreyer C

Pseundomonas aeruginosa
OtcyterByeT B 1 Ma1 OrcyrctByer C




Cepr. Ne: 19005877

HuctutyTo ne Anrenn C.P.JL. Ipyaan 103/c- 50066 Jorotun <HUHetuTyT Ae Anren>
Perremno (®nopenuna) — Mranus

TposeoncTeennas puuensua Ne: aM-32/2016 ot 07/112016

GMP cepmadmukar Ne :IT/233/H/2018

Cepruduxar ananmsa u coorsercTBHS

Haseanne nexapcreennoro JIAZOJNIBAH PHMHO enpeii HazanLHLIT A03MpoBaHHLI 82 MKr/MA, 10 My
cpeacTea:

_Cepna Ne: 932634A oo, Ne anannia; 19005590-2-1
ApTHKyR Ne: 464396 Hara npouzsoncrea:  02.10.2019
Cepns npomexyTouHOro npoaykTa: 932634 Cpox roasocTH; 10/2022
BIX xox/ YnakoBoumeIii MaTepHan: ®nakoH (creknauneii) Hanevarano: 17.10.2019
TecroBan cneundurauns Ne: 79877_P510A00101+ND  Kon 3akasunka: 652236
Hponssoncteennan eneundmrauus 79877_P330A00201
Ne:

Pernctpaunownoe ynocrosepenne Ne:  I1 N015956/01
_ i Crpannna: 4
HeneiTanne Creundukauns PesyabTat OueHka

_Pasmep BBEINYINEHHOH cepyn (1oT): 51183 - Homep Hopmatuehore JoxyMmenta: 1 NO15956/01-2505]17

Ouenka; CoorercrByer

3asrneHue o cepTdukaimu:

Hacrosmum noareepxaaio, yto BBILUEYKA3AHHAN HHDOPMaUIR ABAseTCS HAOCTOBEPHOiT H NPAaBUILHOIL.
Hannasn cepus JIEKAPCTEEHHOr0 CPeACTBA NPON3BENEHA, BXAKYAS YNaK0BKY H KOHTPO/Ib Ka4eCTBa, B
YKa3aHHOM Bbillle MECTE B NIOJIHOM COOTBETCYBIH ¢ Tpebopannsamun GMP mectHoro PEryJIATOPHOTO OPTaHA H
cnennQpHKALHAM, 3aPErHCTPHPOBAHHEIM B HMNOpTHPYI0wedl cTpake.

Otuers! 0 nponseogcTee CEPHH, YIIAKOBKE H KOHTPOJIE KAYecTEa GLINN ApOBEPEHLI H NPH3HAH B
COOTBETCTRYHUEMH Tpebosanuam GMP,

Jio6uie oTiI0HeHHA GBIIH OLeHeRbI A0 BblNyCKa cepun. lanuas cepnst BBINYIEHA YNOIHOMOYEHHBIM
JIHIOM,

VnonroMoueHHOE AHNO: Hodnucey
Harta: 17.10.19
Dr.ssa Paola Giori

Cepua nposepena (Otaen dapmanestimeckoro Buinycka): Dr. Beatrice Nannini lara; 17.10.19

*#*#*Koﬂeu OTYeTa* ¥* k%

ICCUHD
wsta AO




Cort. No ; 18005877

<G
Istifuto ®
De Angsll
e
lsttuto Da Angell S.r.L.-Loc. Prulin. 103/c- 50068 Reggello {FI)taly
Wanufacturing Authorizaion N*; aM-136/2018 dated 07/41/2018
GMP Centillcato No: (T/233/H12018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
Batch No.:  932634A No. of Analysis : 19005590 - 2 - 1
Article No, : 464396 Date of Manufacture : 02,10.2019
Semifinished batch 932634 Explry date: 1072022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 17.10.2019
Testing Spec. No, : 79877_P510A00101+ND Customer code: 652238
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 1
Test
Specification Resuit Evaluation
- Appearance -
Clear, falntly ysllowish solution filled Into amber glass vials  Conforms c
fitted with & metering pump.
Odour
Of sucalyptus Conforms c
Colour of the solution
Not more intensely coloured than the reference solution Conforms c
BY7
Clarlty of the solution
Clear or not more opelescent than reference suspension!  Conforms Cc
pH
6,0-7.5 6,1 c
Freezing-point depression
{ Osmometry }
0,50-062K 0,57 Cc
Relative denslty
d(20/20)
1,007 - 1,047 1,015 c
Mean delivered doss
70 - 94 pg/ metered dose 86 C




Cort, No : 16005877

Istifuto ®

De Angeli
Qe
Isiituio Die Angell S.r.L-Loc. Prulli n. 103/0- 50066 Reggotio (Ft)taly
Manulacturing Authorization N°: aM-136/2018 dated 0711172018
GMP Certiicate Mo; [T/233/H/2018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 yg/dose 10 ML RU
BatchNo.: 932634A ' No. of Analysis : 19005590 - 2 - 1
Article No. : 464396 Date of Manufacture : 02.10.2019
Semifinished batch 932634 Expiry date: 1012022
BIX codef Pack. Mat. ; BOTTLE (GLASS) Printed on : 17.10.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 852236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P NO15956/01
Page: 2
Test
Specification Result Evaluation
Unlformity of dosage units '
03
(STD)
07 e
Requirement A {n = 10)
AV<=15.0 (with K = 2.4)
Requirement B (n = 30)
AVe=15.0 (with K = 2.0)
Each individual Is 0.75M-1.25M
100,5 o
(AVG)
100,2 100,2 100,5 100,1 00,0 100,8 c
100,8 100,8 100,6 100,8
Number of actuations per contalner
Not less than 120 metered doses Conforms C
Droplet size distribution
Median diameter Dv{50)
30-60 um 52 c
Droplets <10 pm
<=§% ] C
Identification
KB 227(Tramazoline Hydrochloride anhydrous)
Corresponding to standard Conformns
Benzalkonium chloride

Corresponding fo standard Conforms




Cort, No : 18005877

Istifuto ®

. De Angell
lsBtuto Do Angell 8.7.L.-Loo. Prulli n, 103/0- 50086 Reggelip {Fi)-ltaly
Manulacturing Authorization N°; alv-136/2018 dated 07/112018
GMP Certficate Mo; IT/233H12018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
Batch No.: 932634A No. of Analysls ; 19005590 - 2- 1
Article No. : 464396 Date of Manufacture : 02.10.2019
Semlifinished batch 932634 Expiry date; 1072022
BIX code/ Pack, Mat. : BOTTLE (GLASS) Printed on : 17.10.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015856/01
Page: 3
Test
Speclification Resuit Evaluation
Active Ingredient decomposition
Any unspecified degradation product (Hete)
<=056% 0,1 c
Total degradation products {HrLC) -
<=05% 0,1 c
Assay
KB 227(Tramazoline Hydrochloride anhydrous) {wpic)
112,6 - 124,3 mg/100.0 m! 1169 C
Benzalkonium chloride (HpLC)
18,2 - 22,2 mg/100.0 ml 20,2 c
Volume of contents
Conforms c
Total asrobic bacteria count, yeast and mold count
(combined)
<= 100 ¢fu/ mi 0 c
Staphylococcus aureus .
Absent in 1ml Absent ¢

Pseudomonas aeruginosa
Absent in 1m! Absent c




Cert. No : 19005877

Istituto ®F

- De Angeh
Istituin De Angeti S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (FI)-laly
Manufacturing Authorization N°; ah-136/2018 dated 0711112018
GMP Certificate No: IT/233H/2018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
BatchNo.: 932634A No. of Analysis : 19005590 - 2- 1
Article No, : 464396 Date of Manufacture : 02.10.2019
Semifinished batch 832634 Expiry date: 10/2022
BIX code/ Pack. Mat, : BOTTLE (GLASS) Printed on : 17.10.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  78877_P330A00201
Marketing Authorization No: P N015956/01
Page: 4

Test

Specification Resutt Evaluation

Batch quantlty released (pcs) : 51183 Number of the Nommalive Document PNO15956/01-290517

Evaluation Conforms

Certification statement:

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.

ngetm rl.
Qualified Person: Kl Quali
Date: A

F.858 on'

Batch Review (Pharmaceutical Release Dept.): Dr. Beatrice Nannini Date: 17.10.2019

“*+** End of Reporf *=*




