TEKJIAPAITASI O COOTBETCTBHU

JTEKJIAPAHT, IPHHUMAIOIIUH JEKJIAPAITAIO O COOTBETCTBHH

AO "Canogpu Poccun"

Ceedenun o pecucmpayuu opzanusayuu: Mescpaiionnan uncnexyus Qedepansroti Hano206oi crysichvi No 46 no
2. Mockse 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocksa, yn. Teepckan, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B auye: Ienepanvuuiii dupexmop Mownowe O.A.

Hosepennoe auyo: Cmenanos C.C., dosepennocme 6/n om 01.12.2017

3ASIBJISIET, UTO

sexapcmeenroe cpedcmeo: Jlasonean Puno, cnpeii Hasansruili 0o3uposannbiii 82 mxe/dosa 10 ma, graxonvt
MeMHO20 CTeKAa ¢ do3upyiousum yempoiicmeom (1), nauxu xapmonnvte, PY Ne IT N015956/01 om 24.08.2011
(0ama samenwt 02.08.2017) swoarno AO "Canogpu Poccus”, cepun 9310224, napmus 50217 ynaxosok, 200en 00
01.01.2022, npouseodcmea Hucmumym 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 B3] 3004490009, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085324347 om 22.02.2019

COOTBETCTBYET TPEBOBAHHSIM

II N015956/01-290517 uzm. Ne 1

JEKJIAPAIIASA IPHHATA HA OCHOBAHHH

npomoxon ucrsimarnuii Ne 5700 om 28.02.2019 HJT 000 HL] "®APMOBEOPOHA", ammecmam axkpedumayuu
POCC RU.0001.21®DJ140, Cepmuchuxam POCC IT. ®M08.C35023 om 28.02.2019

Crenanos C.C.
d.UO

CBEJEHWS O PETUCTPALIMH

OPTAH 1O CEPTUO®HKALINH, SAPETHCTPUPOBABIIHI JEKJTAPAIIUIO

RA.RU. 11 M08 OPTAH 110 CEPTH®HKALIHH ITPONYKLHH OBLJECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPV)KHOU UEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu. 115280, 2. Mockea, yn. Macmepxkosa, 0. 4, am. 5, nom. 1, kom. 1, adpec opzana no
cepmugpuxayuu. 115280, POCCHA, 20poo Mockea, ya. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pg.

NEKJIAPAIIMAL O COOTBETCTBHH 3APETICTPUPOBAHA N2 POCC RU J-IT. ®M08.A.17354/19
JATA PEFHCTPALINU 28.02.2019

A; \'.‘L]
4 ) Junerxo U.B.

NS eeiPro noMAck Pyxosoputens OC
cepmuuxdyisic

-




Cepr. Ne: 19000554

HnerimyTo e Aurems C.P.JL Mpynnu 103/c- 50066 JloroTn (HHcmTyT ae Aurem>
Petrenno (dropenuns) — Wranns
TiponssoncrecHnan nuuenaus Ne: aM-32/2016 or 02/03/2016

Ceprudukar anajin3a i cOOTBETCTBUA

Haspanne nexapcreennoro  JIA3OJIBAH PUHO cnpefi AasanbuLiit Ao3npopakHbii 82 mxr/mi, 10 Mn

cpexcTBa:
Cepun Ne: 931022A Ne anannia: 19000103-2-1
Aprukyn Ne: 464396 Hara npouseoacrea:  04.01.2019
Cepns npoMexXyTouHOro NPoAYKTa: 931022 Cpox roanocrn: 01/2022
BIX koa/ YnakoBouubiii MaTepnan: PakoH (CTEKIAHHED) Haneuarano: 30.01.2019
TecTopan cneundukanus Ne: 79877 P510A001014ND  Kon 3axasumia: 652236
ITpouspoacTBeHHasn cneundnKaums 79877 P330A00201
Ne:
Perucrpaunuonnoe ynocrosepenne Ne:  IT1N015956/01
Crpaunua: 1
Henvitanue Cnenndnxauns PesynbTat Ouenka
Onucanne
TTpospaunsii, GNEAHO-KENTONO LBETA PACTBOP, B CTEKIAHHLIX CooTtBercTBYET C
h1akoHax SHTAPHOTO UBETA ¢ AO3MPYIOMMKM YCTPOHCTBOM
3anax
3anax askanunTa CootrercTRYET C
Lper pacTeopa
He 6once HHTEHCHBHO OKpaIIeH, 4eM pacTROp cpasHeHNA BY7 CooTBeTCTBYET C
IIpospauHocTs pacTBopa
TlpoapauHeii vTH OTIaNeCLEHIINg Be BBIIE ITAIORHOMN CooTBeTcTRYET C
cyanensun [
IloHmKeHNe TOYKH 3aMep3aHus
(ocMomeTpn)
0,50-0,62K 0,55 C
3nauenue pH
6,0-7,5 6,3 C
OvHocHTENLHAR MNOTHOCTL
d(20/20)
1,007 - 1,017 1,015 C
Cpenunn sricBofoxaaemas no3a
70-94 mxr/mosa 85 C
Onpenenense kaneas no
pasMepam
Cpennnii anametp Dv (50)
30-60 MM 47 C
O6remM Kanens
anamerpom Meree 10 Mxm

<= 6% 1 C

KoandecTBo 263 BO fpnakone
He menee 120 mo3




Cepr. Ne: 19000554

Hueruryro ne Anrenn C.P.J. Tlpynnn 103/c- 56066 Jiorotun <MHCTHTYT Ae Axrenn>
Perreano (Gnoperums) — Uranua
TlMpoussoncieexan auensna No: aM-32/2016 ot 02/03/2016

Cepruduxar ana;HM3a H COOTBETCTBHA

Hasganue nexapersentoro  JIA3OJIBAH PUHO cnpefl nasansubit Jdo3upoBanubiii 82 mxr/mur, 10 Mn

CpeACTBa:
Cepus Ne: 931022A Nt ananu3a: 19000103-2-1
AprHyn Ne: 464396 Jata npomspoacrea:  04.01.2019
Cepun npomexyTosHoro npoayKTa: 931022 Cpok rogrocTa: 01/2022
BIX kon/ YnakoBouHbI MaTepuan: PrakoH (CTeknsHHRI) HaneuaTano: 30.01.2019
TecroBas cneundukauna Ne: 79877_P510A00101+4ND Kog 3akazumxa: 652236
HponspoacTBeHHan cneuupHKANHSA 79877_P330A00201
Ne:
Perucrpansonnoe yaocroepenne Ne:  IT N015956/01
Crpaunnna: 2
HcnriTanue Cnennduxauua PesyabTar Ouenkxa
OanopoaHOCTE KO3MPOBAHNA
(STD) 0,8
Tpebosarne A (n=10) 1,8 -
kpuTepHi
NPHEMIEMOCTH
<=150(mpu K= 2,4)
Tpebosarme B (n=30)
KpuTepui
NPHEMNEMOCTH
<=15.0(mpu K =2,0)
Kasxcmenit oGpaserr
JosxeH ObrTe 0,75 M -
1,25 M
(AVG) 99,8 -
98,1 99,8 99,4 100,5 99,3 99,7 100,0 C
100,1 100,6 100,6
HNoannaunoctn
KB 227 (Tpamaszonnna raapoxiopnaa Ge3soaroro)
COOTBETCTBYST CTAHAZPTY CooTsercTBYET Cc
Bensankonnsa xnopuaa
CooTeercTBYCT CTAHAAPTY CooteeTcTBYET C
Pacnan aKTHRHOTO HHTPEAMEHTS
Jlobas HenpeHTHOHUHPOBAHKAR NpUMech (BNCX)
<=0,5% 0,1 C

Cymma Beex npumeceli (BXO)
<=0,5% 0,1

AT TIRTLTy
sl




Cepr. Ne: 19000554

Hucturyto ae Anrenn C.PJL. Tipynnu 103/c- 50066 Jlororun <HHCTUTYT A AHrenn>
Perrenno (dnopenuus) — Uranna
TIpo3soncTBeHian AxleH3na Ne: aM-32/2016 ot 02/03/2016

CeprndukaT anannsa 1 cOOTBETCTBHA

Haseanne nexapereennoro  JIA3OJIBAH PHHO cnpeii nasannhblit gosnpoBannabii 82 mir/mi, 10 ma

cpeacTea:
Cepua Ne: 931022A Ne anannsa; 19000103-2-1
ApTHKYA Ne: 464396 Jara nponseoperea:  04.01.2019
Cepns npoMeRyTOYHOTO NPONYKTR: 931022 CpoK roaHocTH: 01/2022
BIX xoa/ YnarkoBouHbiil maTepuan: DnaxoH (CTexNAHEL) Haneuartano: 30.01.2019
TecTopan cnenndukanus Ne: 79877 _P510A00101+ND  Kop 3axa3zunxa: 652236
IIponssoncTeeHnan cnenudKanns 79877 P330A00201
Ne:
Perncrpannonnoe yaoctosepenne Ne:  T1N015956/01
Crpannua: 3
HcnbiTanne Crneunduxaung Pesynetar Quenka
KonnyecTpentoe onpeaesieHue
KB 227 (Tpama3oanna ruapoxnopnaa Gessoanero) (B3xX)
112,5 — 124,3 mr/100,0 mn 118,2 C
Bensankonns wiopHaa (BOXX)

18,2 — 22,2 Mr/100,0 Mn 19,8 C
O6remM coaepxnmoro paaxkona CooTpercTRYET C
Ofmee konnuecTBO A3pOGHLIX MRKPOOPraHHIMOR

<= 100 KOE/mn 0 C
Staphylococcus aureus

OrcyterByeT B 1 MA OrcyrcTRyeT C
Pseudomonas aeruginosa

OrtcyrciByeT B 1 MA OrcyrcTByer C




Cepr. M: 19000554

Hucturyro ae Aurenn C.PJ1. Ipynnn 103/c- 50066 Jorotun <I/Incm'xy'r Ie Adrenn>
Perrenno (Onopenumn) — Hranna
IponsponcracHuan inuensna Ne: aM-32/2016 or 0240312016

Ceprudmxar ananu3sa H co0OTBeTCTBHS

Hassanue nexapcrasennoro  JIA3OJIBAH PHHO cirpefi EazanbHBYIE Ao3npoBanHLIt 82 MKr/mi, 10 Ma
cpeacrpa:

Cepusi Ne: 931022A N ananmsa: 19600103-2-1
Apraxyn Ne: 464396 Jata mponseoncrea:  04.01.2019
Cepus npomexyToMHOT0 NPoAYKTA: 931022 Cpok roanoeTH: 01 /2022
BIX kon/ YnakeBousbili MaTepnan: ®nakoH (CTeKIHHELH) HamneuaTano: 30.01.2019
TecToBan cneundnxauns Ne: 79877 _P5S10AO0I014ND  Koa 3akazunka: 652236
IIpouseoncreeHnan cnennduianms 79877_P330A00201
Ne:
Perucrpanuonnoe yaocrosepenne Ne: T N015956/01

Crpannna: 4
Henvitauue Crennbnxanus Pezyastat Onenka

Pasmep BrimymenHoit cepum (oT): 50217 - Homep nopmarusHoro aoxymenta: IT N015956/01-250517

Ouenka: CootBeTcTRYET

Jaspnerne o cepTHdhHKaIMM:

Hacrosiuum noaTBep:aai0, 4T0 BHIEYKAIANHAS HHOOPMaIHA SBARETCS N0CTOBEPHON H TPABHALHOIE.
MlanHast cepus eKAPCTBEHHOrO CPEACTBA NPOH3BEAEHA, BXIIYAS YOAKOBKY R KOHKTPOJb KAYECTBA, B
YKA3RHHOM BbIlUE MECTE B OJTHOM COOTBETCTBAN ¢ TpeGopaniamn GMP MeCTHOrO PeryanTOpHOTO OPraHa |
CeUN(HKALIAM, 3APErHCTPHPOBAHHEIM B UMIOPTHpYIOWei| cTpaHe,

OTyeTn! 0 NPOU3BOACTBE CEPHH, YIAKOBKE H KOHTPOJE KAYECTEA GLIAN NpoBEpeHs] H OPH3HAHBI
COOTBETCTBYHOWHMH TpeGoBannsim GMP.

J06k1e 0TKNOHEHNS GLLTH OlEHERBI N0 BHINYCKA CEPHM, Hannag cepis BLIMYMIEHA YNONHOMOYEHHBIM
JIHIOM,

Vnomsomogertoe mio; Hodnuce

Hara: 30.01.19

Cepus niposepena (Oraen hapMaLeBTHIECKOTO BBITYCKA): Ap. Bearpuc Hannuun Jara: 30.01.19

*#**#Koﬂeu mm*****




Cort. Ho : 19000554

Istifuto &
De Angeil
e
Istituto De Angelt §.¢.L.-Loc, Prulll n. 10:3/c- 50066 Reggelio {Fl)-ttaly
Manufacturing Authorization N*: aM-138/2018 dated 07/11/2018
GMP Certificate No: IT/233/H2018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pug/dose 10 ML RU
BatchNo.:  931022A No. of Analysls : 19000103 - 2- 1
Article No. : 464396 Date of Manufacture ; 04.01.2019
Semlfinished batch 931022 - Explry date: 0172022
BIX code/ Pack, Mat. : BOTTLE (GLASS) Printed on : 30.01.2019
Testing Spec. No. : 79877_P510A001014ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015956/01
Page:t
Tost
Speclfication Resuft Evaluation
Appearance
Clear, faintly yellowlsh solution filled into amber glass vials  Conforms c
fitted with @ metaring pump.
Odour '
Of sucalyplus Conforms c
Colour of the solution
Not more Intensely coloured then the reference solution Conforms c
BY7
Clarity of the solution
Claar or not more opalescent than reference suspension |  Conforms c
pH
80-75 63 c
Freezing-point depression
{ Osmomelry }
0,50-0,62K 0,55 c
Relative density
d(20/20)
1,007 - 1,047 1,015 c
Mean dellvered dose

70 - 94 pg/ metered dose BS c




Cert. No : 18000554

Istifirto &
¢De Angell
Istituto Do Angell S.r.L.Loc. Prulll n. 103/c- 50066 Reggelio {FiH-taly
Manutacturing Autharization N°; aM-136/2018 daled 07/11/2018
GMP Cerficate No: IT/233/H/2018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
BatchNo.:  931022A No. of Analysis : 19000103 - 2- 1
Article No, ; 464396 Date of Manufacture : 04.01.2019
Semifinished batch 931022 Expiry date: 0172022
BIX code/ Pack. Mat. : BOTTLE {GLASS) Printed on 30.01.2019
Testing Spec. No. : 79877_P510AQ0101+ND Customer code: 652236
Manufacturing Spec. No. :  79877_P330A00201
Marketing Authorization No: P N015956/01
_Page: 2
Test
Speclfication Result Evaluation
Uniformity of dosage units
08
(STD)
18 -
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 .75M-1.25M
99,8 -
(AVG)
98,199,8 99,4 100,5 99,3 99,7 100,0 c
100,1 100,6 100,6
Number of actuations per container
Not less thar 120 metered doses Conforms c
Droplet size distribution
Median diameter Dv(50)
30-60 um 47 c
Droplets <10 pym
<=6% | H
Identification
KB 227(Tramazoline Hydrochloride anhydrous)
Corresponding fo standard Conforms T
Benzalkontum chloride o
Corresponding to standard Conforms 3 A

: =Canodwn Bopohs: .-<
3 Sanofi R AO "
... IJ - 'E-




Cert, No : 10000554

Istifuto e
De Angeli
@
Istttuto Do Angafi S.e.L.-Loc. Prull n. 103/0- 50066 Repgello (Fij-/taly
Manufecturing Authorization N°: eM-136/2018 dated 07/14/2018
GMP Certiicals No: IT/233/M/2018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
BatchNo.:  931022A No. of Analysls ; 19000103 - 2- 1
Artlele No. : 464396 Date of Manufacture : 04.01.2019
Semifinished batch 831022 Explry date: 0172022
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 N015856/01
Page: 3
Test
Specification ) Result Evaluation
Actlve Ingredient decomposition
Any unspecified degradation product {HPLC)
<=0,5% 01 c
Total degradation products (HrLc)
<=0,5% 01 c
Assay
KB 227(Tramazoline Hydrochloride anhydrous) (Hric) -
112,5 - 124,3 mgM00.0ml 118,2 G

Benzalkonlum chloride (HrLc)

18,2 - 22,2 mg/100.0 m! 18,8 H

Volume of contents
Conforms c

Total aeroblc bacteria count, yeast and mold count
(combined)

<= 100 ¢fuf ml il c
Staphylococcus aureus

Absent In $ml Absenl c
Pseudomonas aeruginosa

AbsentIn 1ml Absent c

q nCaHO(b'f‘
‘Sanofi




Gerl. No : 19000554

Istifuto®

De Angelj
e
Isttuto Do Angell S.r.L-Loc. P n. 103/c- 50066 Reggelo (Flptaly
Manufacturing Authorization N*: aM-136/2018 dated 074112018
GMP Ceriificate No: (T/233/H12018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 Hg/dose 10 ML RU
Batch No.:  931022A No.of Analysls:  19000103-2-1
Article No. : 464396 Date of Manufacture : 04.01.2019
Semifinished batch 931022 Explry date: 01/2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 30.01.2019
Testing Spec. No. : 79877_P510A001014ND Customer code: 652236
Manufacturing Spec. No. :  79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 4

Test

Specification Result ' Evaluation

Batch quantity released (pcs) : 50217 Number of the Normative Document; P NO15356/01-290517

Evaluation : Conforms

Cerlification 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.

Qualified Person:
Date;

Batch Review (Pharmaceufical Release Dept.): Dr. Beatrice Nannini Date: 30.01.2018

**** End of Report =
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