IEKJIAPAITHSI O COOTBETCTBUM

JEKJIAPAHT, IPHHUMAIOHIHH JEKJIAPAITUIO O COOTBETCTBHH

AO "Canogpu Poccus"

Ceedenun o pecucmpayuu opzanusayuu: Mexcpaiionnan uncnexyus Pedepanvioi Hanozoeon cayxcbor Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

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

B nuye: l'enepansuwiii oupexmop Monc O.A.

Hoeepennoe nuyo: Cmenanos C.C., doeepernocms 6/n om 01.12.2017

3AABJSIET, UTO

nexapcmaennoe cpedcmso. Jlasonean Puno, cnpeii nazanohbtii 0o3uposannbiii 82 mxz/do3a 10 ma, graxons
memMHO20 cmekaa ¢ do3upyiowum yempoticmeom (1), nauxu xapmonnwie, PY Ne IT N015936/01 om 24.08.2011
(0ama samenst 02.08.2017) evtdoano AQ "Canoghu Poccus", cepus 9310214, napmus 50735 ynarosok, 200ew 0o
01.01.2022, npoussodcmea Hucmumym de Anzenu C.p.JI., Hmanun, Istituto de Angeli S.r.L.,Localita Prulli,
103/C-50066 Reggello (FI),Italy, koo OKIIJ2 21.20.10.251, ko0 TH B3/ 3004490009, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085328587 om 29.03.2019

COOTBETCTBYET TPEBOBAHHAM
T N015956/01-290517 usm. Ne |

JEKJIAPAIIMA ITIPUHATA HA OCHOBAHHUH
npomoxon ucnsimanuii Ne 9700 om 09.04.2019 HJI 000 HL] "®APMOBEOPOHA", ammecmam axxpeoumayuy
POCC RU.0001.21®DJI40, Cepmugpuxam POCC IT. OM08.C37773 om 09.04.2019
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CBEJIEHMSA O PETHCTPAIIMHN

OPTAH 110 CEPTUOUKAITNH, 3APETHCTPHPOBABII U JEKJIAPAITMIO

RA.RU. 11®MO8 OPTAH [10 CEPTHO®HKALIMH ITPOIYKLIHH OBLJECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XXHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yr. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu. 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim. oyxkr.pe.

NEKJIAPAIIUA O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU J-IT.®M08.A.20915/19
JATA-PETMCTPALIMH 09.04.2019
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Cepr. Ne: 19001076

Hucrutyro ae Anrenu C.PJ1. Tlpyann 103/c- 50066 Jlororun <UHCTUTYT B¢ AHrenw>
Perrenno (@aopetuma) — Htanu

[pousBoAcTBEHHAA NHUCH3NA Ne: aM-32/2016 ot 07/11/2016

GMP ceprudmrar Ne IT/233/H2018

CepTudukaT aHaJNH3a ¥ COOTBETCTBHUS

Ha3leaune nexapcrTeenHoro JIA3OJIBAH PHHO cnpeii na3ansubiii so3npoBannkiit 82 mxr/ma, 10 ma
CpeAcTBa:

Cepnn Ne: 931021A Ne apaqamsa: 19000085-2-1
Aptukyn Ne: 464396 Jara npowssoacrea:  04.01.2019
CepHa NpoMeXYTOYHON0 NPORYKTA: 931021 Cpok roanocTn: 0172022
BIX xoa/ ¥YnakoBouHbLI MaTepnan: OnakoH (CTEKAAHHBIN) Haneuatano: 26.02.2019
TecroBas cnenudurauun Ne; 79877_P510A00101+ND  Koa 3aka3unka: 652236
IponssoncTBennan cneundpHKAH 79877_P330A00201
Ne:
Perucrpaunonnoe ynocrosepenne Ne:  [1 N015956/01
Crpaunna: 1
HenbiTanue Cnennduxaiun PesyabTat Ouenka
Onncanue
Tpospauntiti, GnenHo-xeaToro HBETA PACTBOP, B CTEKIAHHLIX CooTBeTcTBYET C
(bnaxonax AHTAPHOTO UBETA C AOUPYIOIKM YCTpOHCTBOM
3anax
3amax sskanunTa CooTReTCTBYET C
IIseT pacTBopa
He Gonee unTencusno okpalieH, “em pactaop cpapHekns BY7 CooTteeTcTBYET C
Ilpo3pauHocTh pacTBopa
IMpo3paqHbii WM ONMANECUEHUNA He BLIUE ITANOHHOM CooTBetcTBYET C
Cy3neH3nn |
HoumkeHHe TOUKH 3aMep3aHNs
(ocmomeTpua)
0,50-0,62K 0,54 C
3nayenne pH
6,0-175 6,3 C
OTHOCHTEJILHAS MIOTHOCTE
d(20/20)
1,007 - 1,017 1,015 Cc
Cpeaunn BeicBoGoxaaeman 103a
70-94 Mkr/posa 85 C
Onpegenenne kanens mno
pasMepam
Cpennnii auamerp Dv (50)
30-60 MxM 47 C
O6bem kanens
auaMeTpom meHee 10 Mkm
<=6% 1 C

Konnveerno o3 Bo duiaxone
He menee 120 no3




Cepr. Ne: 19001076

Huervryro ne Aurenn C.PJL Tpynnn 103/¢- 50066
Perrenno (dnopenuns) - Uranna

TpouseosicTReHHan NHLUEH3NA No: aM-32/2016 or 07/11/2016

GMP cepradmkar Ne [1T/233/H/2018

HaiBaHue JieKapcTBEHHOIO

Jlorotun <HHe™TYT NIe AHrenu>

CepTHdukaT aHAIN3A H COOTBETCTBHA

JIAZOJIBAH PHHO cnpeii nazansubiii fo3uposannbiii 82 mir/mi, 10 ma

cpeacTBAa;
Cepua No: 931021A Ne ananusa; 19000085-2-1
ApTHRYN No: 464396 Jata npomisoagersa:  04.01.2019
CepHs NnpoMeKYTOYHOTO NPOAYKTA: 931021 Cpok rogHocTn: 01/2022
BIX kon/ YnakoBoussiii MaTepuan: ®raxoH (CTEKIAHHRIN) Haneuarano: 26.02.2019
Tecroras cneunduxanns Ne: 79877_P510A00101+ND  Kon 3aka3unka: 652236

IpoxsBoAcTBeHHaN cieMpHKANNA

Ne:

Perucrpannonnoe ynocropepenne Ne:

79877_P330A00201

T1'N015956/01

Crpannua: 2

HenbiTanue

Crennduxannn

OaxopoanocTs Ro3upoBaHRA

(STD)

Tpebosanne A (n=10)
KpHTEpUH
[OPHEMNIEMOCTH

<= 15.0(npu K =2.4)

Tpebosanue B (n=30)
KpHTepuii
NPHEMNEMOCTH
<=15.0(npu K =2,0)
Kaxariit obpasent
AomxkeH O6uTh 0,75 M -

1,25 M

(AVG)

IMoaanuuocTn

Pesyabrat

0,8

1,9

100,1

99,8 99,4 100,6 98,6 99,4 101,1 100,5
100,8 100,5 100,4

KB 227 (TpamasosiiHa rHAPOXA0pHAS 6¢3B0AHOIO)

CooTBeTcTBYET CTARAAPTY

FeH3ankonus xaopuaa

CooTaercTByer craHnapTy

Pacnan aKTHBHOIO HHIpPEeANEHTA
JhoGan venaenTnduUNpOBANHAN DpUMEch (BIKX)

<=0,5%

Cymma Beex npumeceit (BIXX)

<=0,5%

CooTseTcTBYET

CooteeTtcTByET

0,1

0,1

Ouenxa




Cepr. Ne: 19001076

Hucturyro ne Anrenn C.PJL Npynau 103/c- 50066 Joromun <WUHCTHTYT Oe AHrenn>
Perrenno (dnoperups) — Hranua

IMponssoncTeennan avuensna Ne: aM-32/2016 ot 07/11/2016

GMP ceprudimxar Ne 1T/233/H2018

CepruduxaT aHa/IH3a H COOTBETCTBHS

Hassanne nexapersennoro  JIA3OJIBAH PHHO cnpeii nazassnbiii Ao3upoBaHHbLit 82 Mrr/mn, 10 mn
cpeacTBa:

Cepua No: . 931021A Ne ananmusa: 19000085-2-1
ApTHKya Ne: 464396 Marta nponseopctaa:  4.01.2019
Cepus npoMexyTouHoro NpogyKTa: 931021 CpoK rogHocTH: 0172022
BIX kon/ YnakoBounbiil MaTepuan: DraxoH (CTEKTIHHEIR) Haneuarano: 26.02.2019
TecroBan cneunduranna Ne: 79877 _P510A00101+ND  Kog 3axa3zuHKa: 652236
Tlpou3BoacTBeHHas cneun(pHKALNE 79877_P330A00201
Ne:
Perucrpaunonnoe ynocropepenne Ne:  ITN0G15956/01
Crpanuna: 3
HenbiTanwe Cnennbukanns PesynsTaT Ouenka
KosnuecrBeHnoe onpeacienne
KB 227 (vpama3zonnna ruapoxaopuaa Gessoanoro) (RaNX)
112,5 - 124,3 Mr/100,0 mn 118,5 C
Bensankouus xiopraa (B00

18,2 — 22,2 Mr/100,0 mn 19,8 C
O6neM coneprkuMoro QuaakoHa CooTBeTcTBYET C
OGmee korH4YecTBO a3pOGHMX MHKPOOPTaHHIMOB

<= 100 KOE/mn 0 c
Staphylococcus aureus

OrcytcTBYeT B 1 MNI OrcytcTByeT C

Pseudomonas aeruginosa
Otcyreryer B 1 Mn OtcyTcTByeT C




Cepr. N: 19001076

Hneruryto ne Anrenn C.P.JL. Mpynau 103/¢- 50066 Jlorotun <HHCTHTYT Ae AHrenu>
Perrenno (Qnopennpsn) = Hranua

TponseoacTeeHHas AHUEHMA No: aM-32/2016 ot 07/11/2016
GMP cepmdmxar Ni :IT/233/H2018

CepradHkar aHAIH3A U COOTBETCTBHSA

Haspanue nexapersennoro  JIA3OJIBAH PHHO cnpeii nasanbusiii no3upoBaHHbIi 82 MKr/ma, 10 M
CpencTaa:

Cepua Ne: 931021A Ne ananmia: 19000085-2-1
ApTHKYn No: 464396 Hata nponzsopcrea:  04.01.2019
CepHs IpOMeXYTOUHOIO NPoAYKTa: 931021 Cpox roanocra: 01/2022
BIX koa/ Ynakosounsiii Mmatepua: ®1akoH (CTEKNAHHBIN) Hanezarano: 26.02.2019
TectoBan cneundurams Ne: 79877_P510A00101+ND  Kon 3akasunKa: 652236
Ipon3BoacTBeHHASA cHeHPHKANNA 79877_P330A00201
Ne:
Perncrpaunonnoe yrocroeepenne Ne:  ITN015956/01

Crpaunna: 4
HenbiTanne Crneunduxauns PesyasTaT Onenka

Pasmep Beimymensoi cepum (wr): 50735 - Homep HopmaTtiBHOTO AokyMenTa: [T NO15956/01-250517

OueHka: CooTeTcTBYET

3adBncHHE O CepTHGUKALKH:

Hacrosinmm noaTeep:xaalo, 4To BbillieyKa3aHHas HHGOPMALR ABNAETCR JOCTOBEPHOI H NPABMIILHOI.
Haunas cepusi 1eKapcTBeHHOTO CPEACTEA NPOMIBEACHA, BKII0YAs YNAKOBKY H KOHTDPOJb KAYeCTER, B
YKa3AHHOM Bbillie MECTE B 0JIHOM COOTBETCTEEH ¢ TpeGoBanuamu GMP mMecTHOro peryaTopHore oprana n
cnenipHKANHAM, 32PETHCTPHPOBAHHBIM B HMIIOPTHPYIOLLel cTpaHe.

OT4eTb 0 NPOH3IBOACTBE CEPHMN, YNAKOBKE H KOHTPOJIE KAYeCTBA Gh1aN NpoBepeHb! H NPH3HAHDLI
COOTBETCTBYIOWIHMH TpeGoranuam GMP,

Jrobsie 0TKNOHEHHS GLITH OLIEREHBI 10 BLINYCKa cepii. Jannas CEpHe BRINYLIEHA YNOAHOMOYEHHBIM
JIHIOM.

VnonsoMmodeHHOE THLO; Hoonuce

Hara: 26.02.19

Cepna nposepena (Otzen dapmaueBTHueckoro Brimycka): Ap. Mapunena ®una Hara: 26.02.19

**‘**KOHCH OTYyeTa* ¥ ***




Cant. No : 18001076

Istifito ® " -
De Angeli .-
B 3
Isiituto De Angefl S.r.L.-Loc. Prulli n. 103/c- 50068 Reggello {FIHtaly
Manufaciuring Authorization N*: aM-136/2018 daled 07/11/2018
GMP Cartiicate No: IT/233/H2016
Certificate of Analysis and Conformance 1
Product Name: LASOLVAN RHINO metered nasal spray 82 ug/dose 10 ML RU
BatchNo.: 931021A No. of Analysls : 19000085 -2- 1 .
Article No. : 464396 Date of Manufacture : 04.01.2019 *
Semifinished batch 931021 Expiry date: 0112022 :
BIX codef Pack. Mat. : BOTTLE (GLASS) Printed on ¢ 26.02.2019
Tesfing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No. :  79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 1
Test -
Speclfication Result Evaluation
Appearance '
Clear, faintly yellowish solution filled into amber glass vials  Conforms c &
fitted with a metering pump. .
Odour
Of eucalyptus Conforms c
Colour of the solution
Not more Intensely coloured than the reference 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
{ Osmomety } .
050-0,62K 0,54 c
Relative denslty
d{20/20) S
1,007 - 1,017 1,015 C -

Mean dellvered dose
70 - 84 pg/ metered dose 85 c




Cert. No : 10001076

lstlfﬁ't:é‘b

Ds Angeli
@
Istituto De Angoll S.r.L.-Loc. Prulll n, 103/c- 50066 Reggello (FI)-ltaly
Manufacturing Authorization N°: a-138/2018 dated 0711/2018
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
BatchNo.:  931021A No. of Analysls : 19000085 - 2- 1
Article No. ; 464396 Date of Manufacture : 04.01.2019
Semifinished batch 931021 Expiry date: 0172022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 26.02.2019
Testing Spec. No. : 79877_P510A00101+ND Customer cade: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N0$5956/01
Page: 2
Test
Specification Rosult Evaluation
Uniformtty of dosage units
08 -
(STD) .
19 -
Requirement A (n = 10}
AV<=15.0 (with K = 2.4)
Requlrement 8 {n = 30)
Av<=15.0 (with K = 2.0} :
Each individual is 0.75M-1.26M =
1001 -
(AVG)
89,8 99,4 100,6 98,6 98,4 101,1100,5 c
100.8 100,5 1004
Number of actuations per container
Not less than 120 metered doses Conforms c
Droplet size distribution
Median dlameter Dv(50)
30 - 60 pm 47 c
Droplets <10 pm
<=6% 1 c
Identification
KB 227(Tramazoline Hydrochloride anhydrous)
Corresponding to standard Conforms
Benzalkonlum chloride
Comvesponding to standerd Conforms




Cert. No : 19001076

Istifito @
De Angeli
<
Istitisto De Angefi S.¢.L -Loc. Prulli n. 103/c- 50086 Reggelio {F1)-Haly
Manufacturing Authorization N*: al-136/2018 dated 0711112018
GMP Certificate No: IT/233/H/2018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pug/dose 10 ML RU
BatchNo.: 931021A No. of Analysis : 19000085 - 2 - 1
Article No. : 464396 Date of Manufacture : 04.01.2019
Semlifinished batch 931021 Expiry date: 01/2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printedon ; 26.02.2019
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 (kric)
<=0,5% 01 ¢
Total degradation products (HrLc)
<=0,5% 0.1 ¢
Assay
KB 227(Tramazoline Hydrochloride anhydrous) (HpLc)
112,5 - 124,3 mg/100.0 m 1185 c
Benzalkonium chloride (HeLC)
18,2 - 22,2 mg/100.0 mi 198 C
Volume of contents
Conforms &
Total aeroble bacteria count, yeast and mo!d count
{combined)
<= 100 cfu/ ml 0 c
Staphylococcus aureus
Absentin 1m Absent c
Pseudomonas aeruginosa
Absentin 1mi Absent c



Cert. No ; 18001076

Istifuto ®

De Angeil
Istituto De Angel: §.r.L.-Loc. Prull n. 103/c- 50066 Reggelio (Fi}-italy
Manufacturing Authorization N®; aM-136/2018 dated 07/11/2018
GMP Certificata No: T/233H/2018
Certificate of Analysis and Conformance

Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
BatchNo.:  931021A No. of Analysis : 19000085 - 2- 1
Article No. : 464396 Date of Manufacture : 04.01.2018
Semifinished batch 931021 Expiry date: 01/2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 26.02.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015956/01
ST . : _ __Page: 4 o
Test

Specification ' Result Evaluation

Batch quantity released {pcs) : 50735 - Number of the Normative Document: P NO15956/01-200517

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.

Batch Review (Pharmaceutical Release Dapt.): Dr. Marilena Fina Date: 26.02.2019

“+** End of Report ™+




