AEKJIAPAIIASI O COOTBETCTBHUHA

JEKJIAPAHT, IPHHUMAIOIIMH JEXJIAPAITHIO O COOTBETCTBHHA

AO "Canogpu Poccun"

Ceedenun o pezucmpayuu opzanusayuu: Mexcpationnan uncnexyus Pedepanvroii Harozo6oii cayschw Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, 0ama npuceoenusn OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepcxas, d. 22, Tenegpon/pawc: 8 (495) 721-14-00/ 721-14-11

B nuye. I'enepansuotli dupexmop Mownxc O.A.

Hoeepennoe nuyo: Cmenanoe C.C., dosepenocms 6/u om 01.12.2017

3AABJSIET, UTO

nexapcmaenroe cpedcmeo: Jasonean Puno, cnpeii nazansHutii 0ozuposannbiii 82 mx2/0osa 10 M, gnaxons:
memHo20 cmexaa ¢ dosupywuum yempoticmsom (1), nauxu xapmonnuie, PY Ne IT N015956/01 om 24.08.2011
(dama samenst 02.08.2017) emdarno AQ "Canogu Poccua", cepun 9320424, napmun 49947 ynaxosox, zoden 0o
01.06.2022, npouzsodcmea Hucmumym de Anzeau C.p.JI, Hmanus, Istituto de Angeli S.r.L., Localita Prulli,
103/C-50066 Reggello (FI),Italy, oo OKIIJ2 21.20.10.251, xod TH B3 3004490009, xonwmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085340660 om 17.07.2019

COOTBETCTBYET TPEBOBAHHWIM
TT1 N015956/01-290517 usm. Ne 1

JAEKJIAPAITASA ITPHHATA HA OCHOBAHMHA
npormoxon ucnsumanuti Ne 23610 om 26.07.2019 HJT OOC HI[ "PAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.210J140, Cepmugpuxam POCC IT. M08.C44990 om 26.07.2019

% Crenanos C.C.

anott Russis

Qexuapai .;- ©.1.0

(=Z
CBEJIEHUSA O PETUCTPALIAY

OPTAH 10 CEPTHO®HKAIINH, 3APEI'MCTPHPOBABIIIHI1 JEKJIAPAITHIO

RA.RU.11®M08 OPTAH 10 CEPTHOHKALIHH ITPOYKLHH OBL{ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)KHOH HEHTP KOHTPOJIA KAYECT.

adpec opzanuzayuu: 115280, 2. Mockea, ya. Macmepxoea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmughuxayuu: 115280, POCCHA, 20pod Mocxkea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oyxk.pg.

JEKJAPAITHS O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-IT. ®M08.4.31376/19
JATA PETMCTPAITAM 26.07.2019

: -Q'G‘:asrcwa,,,,' N
.{Sﬁ\--""‘"“-“"\%\ -
&z e
; MIT. \

((OKWHMOW

ueHTp Kg?} %o
Kaue
cepinti

Q ,j Hunenxo U.B.
nonlw):'b! Pyxosozurens OC




Cepr. Ne: 19003725

HuctrryTo ae Anrenn C.PJL NMpyanu 103/c- 50066 Jlororun <M HCTUTYT O AHrenu>
Perrenno (Mnopenuns) - Mranna

MNpowssoacTeeHHan muueHska Ne: aM-32/2086 or 07/11/2016
GMP cepmudmxar Ne :IT/233/H/2018

CepTHdukaT aHAIH3A H COOTBETCTBHSA

Ha3paHie nexkapcTBEHHOr0O JIASZOJBAH PHHO cnpeii Hazanbubifi A03upoBanubIit 82 Mrr/mi, 10 ma

cpexcTBa:

Cepus No: 932042A No aHanu3a; 13003560-2-1
ApTREKYN No: 464396 JlaTta mponasogcTea:  11.06.2019
Cepus npoMexyTOYHOI0 NPOIYKTA: 932042 Cpok roagHocTn: 06 /2022
BIX kon/ ¥nakoBo4Hblil MaTepHan: ®nakoH (CTeKNAHHBIA) HaneuaraHo: 26.06.2019
TectoBan cneungrkauns Ne: 79877_P510A00101+ND Kon 3axa3zuuxa: 652236
Ilpon3BoacTeeHHas cnenuKaLHA 79877_P330A00201

Ne:

PerucTpaunonnoe yaocrosepenite No: [T NO15956/01
Crpannua: 1

HensiTanue Crneundurxanug Pe3vabTat OueHKa
OnncaHne
Tpo3padusiit, Gneano-xenTOro UBETa PacTEOP, B CTEKNAHHLX  COOTBETCTBYET C
thnakoHax AHTAPHOrC LIBETA C AO3UPYIOLIHM YCTpoRCTBOM
Jamax
3anax 3BKaIUnTa CoortBeTcTBYET C
HpeT pacTBopa
He Gosnlee nHTeHCHBHO oKkpaen, Yem pacteop cpasuenns BY7  CooteeTcTByeT C

IIpo3pa4yHocTh pacTBOpa
TNpo3paurslii HAY ONANECLEHUNA HE BRILIC STANTOHHOH CootBeTcTBYET B
cy3nensnyu |

IMoxnKeHHe TOUKH 3aMep3aHus
(ocMOMeTpHA)

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

3navenue pH
6,0-75 6.2 C

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

Cpennsis BbicBo6oxkAAEMAN D032
70-94 mkr/mosa 88 C

OnpexeneHne Kanmeab no
paimepam
Cpeannii znametp Dv (50)
30-60 MM 48 L2

Ob6nem kanenb
auameTpom menee 10 MM
<= 6% 1 C

Konutuectao 103 go $rakoHe
He menee 120 no3 CootBetcTBYET

01



Cepr. Ne: 19003725

WucraryTo ae Anrenn C.PJ1. Tpynann 103/c- 50066 Jlorotun <HHCcTHTYT fie Adrenu>
Perrenno (Mnopenuna) — Hranua

TponIroncTaennas nuuensus No: aM-32/2016 ot 07/11/2016
GMP ceptuduxar Ne :1T/233/H/2018

CepTuduxaT aHa/IH3a H COOTBETCTBUA

Hazgaie nekapersennoro  JIAJOJIBAH PHHO cnpeii nazaabubiii go3uposanubiii 82 mxr/vr, 10 ma

cpeacTaa:
Cepua Ne: 932042A N ananunsa; 19003560-2-1
Apturyna Ne: 464396 Jarta nponssogersa:  11.06.2019
Cepusi NPOMexKYTOYHOIO NPOAYKTA: 932042 Cpox roguocTi: 06 /2022
BIX kon/ YuakoBousblit MaTepHan: ®nakoH (CTEKAAHHBII) Haneuarauo: 26.06.2019
TecToBan cneundukanns Ne: 79877_P510A00101+ND Koa 3aka3zunka: 652236
Ipon3BoacTBeHHAN cnelHPHKALMS 79877_P330A00201
Ne:
Perncrpanunonnoe ynocropepenne Ne: I N0O15956/01
Crpannua; 2
HcensiTanne Cnenndukauus PesyabTaT Ouenka
OaHopoaHocTh A03HPOBAHNA
(STD} 09 -
Tpebosanue A (n=10) 2.2 -
KpuTepui
NpUEMAEMOCTH
<=150(npu K=24)
TpebGoeauue B (n=30)
KpHTepHi
NPHEMAEMOCTH
<= 15.0 (npu K = 2,0)
Kaxnpeifi o6pasen
JonmxeH 6p1Th 0,75 M -
1,25 M
(AVG) 99.6 -
99,1 99,5 99,3 99,9 98,3 101,4 99,0 100,2 C
99.0 100,38
IonmHHHOCTL
KB 227 (Tpamazo/MHa rugpoxjopiaa Geisognoro)
Cooreercrayer CraHaapTy CooTeeTCTBYET C
Benlankonua xnopuga
COOTBETCTRYET CTAHAAPTY CooTBeTCTBYET C
Pacnajg akTHBHOTO HHTPEAHEHTA
JIio6an HenaeHTHPHUHPOBAHHAA NpPHMech [BKX)
<=05% 0.1 Cc

CymmMa Ecex npumeceit (B3XX)
<=05% 0,1 C



Cepr. Ne: 19003725

HuctutyTo e Anrenn C.PJL Tpynnn 103/c- 50066
Perrenno (dnopedunn) — Hranus

TpouseoncTeeHHan THUEH3HA Ne: aM-32/2016 ot 07/11/2016
GMP ceprudmxar Ne :1T/233/H/2018

CeprudukaTt aHa/IM3a H COOTBETCTBUA

Jlorotun <UHCTHTYT ae Aurenu>

Haspaune nexapcersennore  JIA3OJIBAH PUHO cnpeii nazansubiii 1o3upoBaHHsii 82 Mkr/ma, 10 mi

cpelcTBa:
Cepun N 932042A No auannza; 19003560-2-1
ApTukyn Ne; 464396 Hara npomssoacrea:  11.06.2019
Cepun npoMexyToO4HOro NpoayKTa: 932042 Cpoxk rognocrn: 06 /2022
BIX ron/ YuarxoBouHbii MaTepia: (DNakoH (CTeKNTHHBIN) HaneuaTtaHo: 26.06.2019
TecToBas cneunguikaumn Ne: 79877_P510A00101+ND Koga 3aka3uHka: 652236
Ipon3isoacTeenHan cnenudHKa LU T9877_P330A00201
Ne:
PerncrpanwoHHoe yooctoeepente Ne:  I1 NO15956/01
: Crpaunua: 3
HenviTanue Crneundukanus PelynbsTaT Ouenxa
KonuuecTBeHHoe onpegenexne
KB 227 (Tpama3omina ruapoxnopuaa Geasoanoro) (B3KX)
112,5 — 124,3 mr/100,0 mn 118,0 C
Bensankonns xaopuaa (B3XX)

18,2 - 22,2 mr/100,0 ma 20,2 C
O61em conepxnumoro ¢uaxona CooteercTBYET C
O0wee KOIHYECTBO AIPOBHBIX MHKPOOPTAHHIMOB

<= 100 KOE/Mn ] C
Staphylococcus aureus

OtcyTcTByeT B 1 M OtcyTerByer C
Pseudomonas aeruginosa

OtcytcTByeT B | MII OTtcyTeTBYeET C



Cepr. Ne: 19003725

Hucturyto ae Aurenn C.P.JL. Mpyanu 103/c- S0066 JoroTun <”HCTHTYF ne AHrenu>
Perrenno {(@nopenuns) - Uranus

TMpon3soncTsennan nHueHsHa Ne: aM-32/2016 ot 07/11/2016
GMP ceprinuxar Ne :IT/233/H/2018

Cepruduxar aHaIm3a H COOTBETCTBUSA

Ha3leanue neKapcTBEHHOrO JIA30JIBAH PHUHO cnpeii Ha3aasubtii fo3nposanusiii 82 mxr/ma, 10 ma

cpeacTea:
Cepus No: 932042A Ne ananmnsa: 19003560-2-1
ApPTHKY Ne: 464396 Hata nponssogerea:  11.06.2019
Cepua npomMeskyTOYHOro NPOAYKTa: 932042 Cpok roauocT: 0672022
BIX xon/ YnakoBousslii MaTepnan: DnakoH (CTeKTAHHBIIA) Hameuarauo: 26.06.2019
TectoBan cneungHkauns No: 79877_P510A00101+ND  Koga 3aka3zuHka: 652236
INponssoacTBennas cneundHKkanun 79877_P330A00201

Ne:

Perncrpausnonnoe ynocrosepenne Ne:  I1 NO15956/01
CrpaHuua; 4

HcenniTanue Cuneunduranns Pesyabrar Ouenka

PaaMep srimyieHHol cepun (1uT): 49947 — Homep HopMaTHBHOTO TokymenTa: [T NO15956/01-250517

OueHka: CooTBeTcrByeT

3asnBreHue 0 CEPTHHUKALIMH:

Hacrosuunm MOATBEP:KAALO, 4TO BRIUICYKA3AHHAS HHGOPMAUNA ABAAETCA JOCTOBEPHOT H MPABHIBHOIH,
Jlannan cepHs NeKapcTBEHHOro CPEACTBA NMPON3BENeHa, BKA0YAN YNAKOBKY Il KOHTPO/Ib KA4ecTBa, B
YKA3aHHOM BbILIE MECTe B [I0JJHOM COOTBETCTBHH ¢ TpeGosannamu GMP mectHoro peryastopsoro oprana
eneunduKaunaM, 3aperucTPHPOBAHHLIM B HMIOPTHPYOWIEH cTpaHe,

OT4ers1 0 NPOHIBOACTBE CePHH, YTAKOBKE I KOHTPO/IE Ka4ecTBa GBLIN NPOBEPENLI H IPH3HAHDI
COOTBETCTRYOHMH TpeGoBannam GMP.

Jlwo6bie OTKI0HEHHA GLUTH OUeHeRbI 10 BLINYCKA cepH. JIaHHAA cepHA BLINYLIEHA YIIOAHOMOYEHHBIM
JIHLIOM.

YnonuoMoueHHoe JIHUO: Hoonuce

Hara: 26.06.19

Cepua nposepena (Oraen dapmauestuyeckoro Beimycka): Dr, Beatrice Nannini flata; 26.06.19

*RERF oHel oTyeTa ¥+ *



Cert. No : 19003725

sttt ® >

De Angaﬂ
Istituto De Angell S.r.L.-Loc. Prulll n. 103/c- 50066 Reggetlo (FI)-Haly
Manufacturing Authorization N°; aM-136/2018 datad 07/11/2018
GMP Certficate 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.:  932042A No. of Analysis : 19003560 - 2 - 1
Article No. : 464396 Date of Manufacture : 11.06.2019
Semifinished batch 932042 Expiry date: 06 /2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 26.08.2019
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

Clear, faintly yellowish solution filled into amber glass vials ~ Conforms c

fitied with a metering pump.,
Odour

Of sucalyptus Conforms c
Colour of the solution

Not more infensely coloured than the refersnce solution Conforms c

BY7
Clarity of the solution

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

60-75 6.2 C
Freezing-point depression

{ Osmometry )

0,50- 062K 0,54 c

Relative density
d(20/20)
1,007 - 1,017 1,015 c

Mean delivered dose
70 - 94 g/ mefered dose 86 c



Geort. No : 19003725

istifuto®
De Angeil
S
Istituto De Angell S.x.L.-Loc. Prull n, 103/c- 50066 Reggello (Fi)-ltaly
Manufacturing Authorizafion N°: aM-136/2018 dated 07112018
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
BatchNo.:  932042A ) No.of Analysis: 19003560 - 2- 1
Article No. : 464396 Date of Manufacture : 11.06.2019
Semlfinished batch 932042 Expiry date: 06 /2022
BIX code/ Pack, Mat. : BOTTLE (GLASS) Printed on : 26.06.2019
Testing Spec. No. : 79877 _P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N0O15956/01
Page: 2
Test
Speclfication Result Evaluation
Uniformity of dosage units
0,9
(STD)
2.2
Requiremant A (n = 10)
AV<=15.0 (with K = 2.4)
Requirement B (n = 30)
AV<=150 (with K = 2.0)
Each individual is 0.75M-1.25M
99,6
(AVG)
99,1 99,5 59,3 99,9 98,3 101,4 99,0 100,1 c
99,0 100,8
Number of actuations per container
Not less than 120 metered doses Conforms Cc
Droplet size distribution
Median diameter Dv{50)
30 - 60 um 48 C
Droplets <10 pm
<=8 % 1 C
Identification
KB 227{Tramazoline Hydrochloride anhydrous}
Corresponding to standard Conforms c
Benzalkonlum chloride

Corresponding to standard Conforms »



Cert. No : 19003725

Istifuto©
De Angeli
AP
Istituto De Angell S.r.L.Loc. Prulfl n, 103/¢- 50058 Reggello {FI)-ltaly
Manufacturing Authorization N°; al-136/2018 dated 07/11/2018
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.:  932042A No. of Analysis : 19003560 - 2- 1
Article No. : 464396 Date of Manufacture : 11.06.2019
Semifinished batch 932042 Expiry date: 06 /2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on: 26.06.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 3
Test
Specification Result Evaluation
Active ingredient decomposition
Any unspecified degradation product (HpPLC)
<=05% 0,1 C
Total dagradation products (HrLC)
<=05% 0.4 c
Assay
KB 227(Tramazoline Hydrochleride anhydrous) (HPLC)
112,5 - 124,3 mg/100.0 mi 118,0 c
Benzalkonium chloride (HmLC)
18,2 - 22,2 mg/1G0.0 m 20,2 c
Volume of contents
Conforms c
Total aerobic bacteria count, yeast and mold count
{(combined)
<= 100 cfu/ mi 0 C
Staphylococcus aureus
Absent in 1ml Absent c

Pseudomonas aeruginosa
Absent In 1ml Absent C



Cert. No : 19003725

Istituto De Angeli S.r.L-Loc. Prullin 103/c- 50066 Reggeilo (Fi)-laly
Manufacturing Authorization N°: aM-136/2018 dated 02/114/2018

GMP Certificate No: IT/233/H/2018

”'
Istituto &
De Angeli

Certificate of Analysis and Conformance

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

BatchNo.:  932042A No. of Analysis : 19003560 - 2 - 1
Article No. : 464396 Date of Manufacture : 11.06.2019
Semifinished batch 932042 Expiry date: 06 / 2022
BIX codel Pack. Mat. : BOTTLE (GLASS) Printed on : 26.06.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015956/01
Test

Specification Resuilt Evaluation

Batch quantity released {pcs) . 49947 Number of the Normative Documen! P N015956/01-290517

Evaluation : Conforms

Cerification 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.

W&Asgeli-s.r.l.
Qualified Person: ¢ meg:; .

rson .
{ ALY Zst
Date & Giori

Dr.s5e ’
' DE o€ 1S

Batch Review (Pharmaceutical Release Dept.): Dr. Beatrice Nannini Date: 26.06 2019

**+ End of Report ***~*



