TEKJAPAITASI O COOTBETCTBHH

JEKJAPAHT, IPHHAMATOIIAA JEKJIAPAITHIO O COOTBETCTBHM

AQ "Canodpu Poccus”

Ceedenun o pezucmpayuu opzanuzayuy: Mexcpaiionnan uncnexyun Pedepanvroii Hanozoeot cayxcbot Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mocxea, ya. Teepcran, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvuuiii dupexmop Monxc O.A.

Hosepennoe auyo: Cmenanog C.C., dogepennocms 6/u om 01.12.2017

3ASBJMIET, UTO

nAexapemeennoe cpedcmeo. Jlazonsan Puno, cnpeti nasanohurii 0o3auposanwiii 82 mxz/do3a 10 ma, graxors:
memHoz20 cmexaa ¢ Oosupylouum yecmposicmeom (1), nexu kapmonnvie, PY Ne I N015956/01 om 24.08.2011
(0ama samenst 02.08.2017) evidano AO "Canogpu Poccur", cepun 9320414, napmun 48705 ynaxoeox, 200eu do
01.06.2022, npouzeodcmea Hucmumym de Anzenu C.p.JI., Hmanus, Istituto de Angeli S.v.L.,Localita Prulli,
103/C-50066 Reggello (FI),Italy, koo OKII[]2 21.20.10.251, ko0 TH B3] 3004490009, xornmparm No
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085340660 om 17.07.2019

COOTBETCTBYET TPEGOBAHHUAM
IT N015956/01-290517 uam. Ne 1

JAEKJIAPAITAA IIPHHATA HA OCHOBAHHH
npomoxon ucnetmaruii Nb 23600 om 26.07.2019 HIT 000 HI] "©APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 OJI40, Cepmughuxam POCC IT. PM0O8.C44989 om 26.07.2019

HA JEKJIAPAUMH 26.07.2019
TEUCTBUTENLHA 1O 01.06.2022

Crenanos C.C.
b O 1.0

[y

CBEJAEHHSA O PETMCTPAIININ

OPTAH ITO CEPTHOHKAIINH, 3APEIFICTPHPOBABII M NEKJIAPAITIO

RA.RU.119®MO08 OPTAH I10 CEPTHOHKAITHH ITPORNVKI[HH OFI[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH IIEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. I, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 2opod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim. oyxx.pd.

JAEKJAPAIIAA O COOTBETCTBHHA 3APETHCTPHPOBAHA & POCC RU J-IT. PM(8.4.31375/19
JATA PEMCTPALIMHA 26.07.2019
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Cepr. Ne: 19003681

Hneturyte ae Anrenu C.PJL. Mpynans 103/c- 50066

Perrenno (Pnopennus) - Uranua

TIponseoacTeeHuan nuueH3ua No: aM-32/2016 ot 07/11/2016

GMP ceptudukar Ne :IT/233/H/2018

Cepruduxar aHaim3a U COOTBETCTBUSA

Jlorotun <HuctutyT pe Aurenu>

Ha3ssaumne nexapcrsennoro  JIASOJIBAH PHHO cnpeii nasanbrbiii nosuposanneiii 82 mxr/ma, 10 ma

cpeacTea:

Cepun Ne: 932041A

Nt ananH3a:

19003521-2-1

Apruxyn Ne;

CepHfl NpoMexyTOMHOIO NPOAYKTA:
BIX won/ YnaxorouHslii MaTepuan:

TecTopan cneundnkauns Ne:

Ilpon3soacTBeHHas cneuHHKaUNS

@naxoH (crexnAHHBIH)
79877 _P510A00101+ND Kon 3akazunka:
79877_P330A00201

JaTta npon3soacTea:
Cpok rogHocTH:
Haneuaramno:

11.06.2019
0672022
24.06.2019
652236

Ne:
Perncrpanunonnoe ynoctosepenne No:  [1 NO15956/01
Crpannna: 1
HeneiTanue Creundukauns Peivantat Ouenka
Onucanne
Mpo3spayrsiit, 6:1e1HO-*KCEATOTO LUBETA PACTBOP, B CTEKMAHHEIX CooTBeTcTBYET C
dnakonax AHTAPHOrO LBETA ¢ NOINPYIOWHKM YCTPOHCTBOM
3anax
3anax askannmnra CooteeTcTBYET cC
IigeT pacTeOpa
He Gonee HHTEHCHBHO OKpalleH, 4eM pacTBop cpaBHeHuA BY7 CooTBeTcTBYET C
IpolpaunocTh pacTROpa
Tlpo3paumnetiii NN ORANECLEHUMA HE BBIILE ITANOHHOF CootBeTcTBYET C
cy3nen3nu [
TMonnxenne TOYKN 3amMep3aHus
{ocMOMETpHA)
0,50-0,62 K 0,54 C
3nauenne pH
60-75 6,2 C
OTHOCHTENbHAR ILTOTHOCTE
d(20/20)
1,007 - 1,017 1,015 C
Cpennns BuicBoGokaaeMan aosa
70-94 mkr/oosa 87 C
Onpenenenne kanens no
pasmepam
Cpennnii auamerp Dv (50)
30-60 MKM 49 C
O6bem kanenn
anaMeTpoM menee 10 mem
<= 6% 0 C
Kosnkuectno 103 Bo dnaxone
He menee 120 go3 CootBeTcTBYET C



Ceprt. Ne: 19003681

Huetnryto ne Aurenu C.PJL. TNMpynnw 103/c- 50066 Jlorotun <MHCTUTYT Ae AHrenu>
Perrenno {®nopenuns) — Utanua

Tpox3soacTeeHHan AHUCH3NA No: aM-32/2016 ot 07/11/2016
GMP ceptidmxar Ne :1T/233/H/2018

CeprugukaT aHaIn3a H COOTBETCTBHA

Hassanue nexapcreennoro  JIA3OJIBAH PHHO crpeii naszanbublii 1o3upoBannesii 82 mxr/ma, 10 mn

cpeacTea:
Cepun Na: 932041A Ne ananmaa: 19003521-2-1
ApTHKYN Ne; 464396 Hata nponieogcrea:  11.06.2019
Cepusl NpoMekyTOYHOIO NPoOAyKTA: 932041 Cpok roagsocTh: 06 /2022
BIX won/ YnaxoBounblii MaTepua: (bnakoH (cTeknaHHbII) HaneuaTtaHno: 24.06.2019
TecToBas cneunguKanns Ne: 79877_P510A00101+ND Koa 3akazuuia: 652236
Ilpon3soacTBennan cneuHpuKanns 79877_P330A00201

Ne:

Perucrpannonnoe yaoctoBepenne Ne: [T NO15956/01
CrpadHuna: 2

HcnbiTanne Cneunduxanns PeiyasTar Ouenka

O.EHOPOIIHDCTB AJ03RpOBAHHA

(STD) 0.4 -
Tpe6osauue A (n=10) 1,0 -
KpuTepHii

MPpHEMAEMOCTH

<=15.0(npu K = 2,4)

Tpeboranue B (n=30)
KpHTEpHit
NPHEMAEMOCTH

<= 15.0 (npu K =2,0)
Kannpiit o6pazen
JomxeH OeiTh 0,75 M -

1,25 M
{AVG) 100,1
100,0 100,1 100,0 100,5 100,3 99,5 99,4 C
100,3 99,9 100,7
IoannnnocTh

KB 227 (Tpama3onnHa ruApoxXnopHaa 6e3noaHoro)
Cootpercreyet cTaHaapTy CooTtBeTCTBYET C

beniankouus xnopuaga
CooTBeTCTRYET CTAaHAAPTY CooteeTcTBYET C

Pacnag akTHBHOTO HHTPEAHEHTA
Joban nenaeHTHOHUHPOBAHHAN NPUMeCE {BIHX)
<=0,5% 0,1 C

Cymma Beex npumeceti (BIHX)
<=0,5% 0,1 C



Cepr. Ne: 19003681

Huctutyro ne Anrenn C.P.J1. Tlpyann 103/c- 50066
Perrenno (@nopenuua) — Mranua

[pouseoncTeennan niuensna No: aM-32/2016 ot 07/11/2016
GMP ceptuiuxar Ne :TT/233/H/2018

CepTudukaTt anain3a v COOTBETCTBHS

Jlorotun <UHCTHTYT Ae Aurenu>

Hazeanue nexapcTBeHHOr0 JIA3OJIBAH PUHO cnpeii nazanbHuiii aosuposansbiii 82 mxr/mn, 10 ma

cpeAcTBa:
Cepns Ne: 932041A Ne aHanmsa; 19003521-2-1
ApTHKYN No: 464396 Jata npoussoacrsa;  11.06.2019
CepHsl NPOMERYTOUHOr0 NPOAYKTA: 932041 Cpok roaHocTH: 06 /2022
BIX xon/ ¥YnakorosHbIit MaTepuan: OnaxoH (CTEKNAHHBIN) Haneuatauo: 24.06.2019
TecTopan cneunduicanna No; 79877_P510A00101+ND Kon 3axalunka: 652236

ITpon3pogcTBeHHAsA cnielMpHKALRA 79877_P330A00201

No:

Perncrpansonsoe ynoctosepenne Ne: [T NO15956/01

Crpauuua: 3

HcnbiTanue Creundwmxcaunn

Konu4yecTBeHHOE onpeaeneHie

KB 227 (rpamasonnna ruapoxnopuaa Gessoanoro) (ByKX)

112,5 - 124,3 mr/100,0 Ma

BenzaaxoHnsa xaopuaa (BHKX)
18,2 — 22,2 Mr/100,0 mn

Obbem cogepixumoro daakona

Ofmee KONHYECTBO A3pOGHLIX MHKPOOPTAHIIMOB
<= 100 KOE/Mn

Staphylococcus aureus
OtcyteTByer B 1 Ma

Pseudomonas aeruginosa
Otcytcteyer B 1 MA

PesyabTaTr

1185

19,9

CootaercTBYET

0

OtcyTcrByer

Or1cyretByer

Ouenka

C

C



Cepr. Ne: 19003681

WuctutyTo fie Anrenn C.P.JL Tpynnu 103/¢- 50066 Jlorotun <HHCTHTYT e A”renu>
Perrenno (dnopenuns) — Hranna

Mpon3soacTeeHHan nuuersua Ne; aM-32/2016 ot 07/11/2016

GMP ceptiduxar Ne :IT/233/H/2018

CepTudukat aHa/IM32 U COOTBETCTBHSA

Haisaune necapersennoro  JIA3OJIBAH PHHO cnpeii nazansusiii zo3uponanneiii 82 mir/mn, 10 mn
CpeAcTRa;

Cepun No; 932041A Ne ananusa: 19003521-2-1
ApTukyn Ne: 464396 Jata npoussoacTea:  11.06.2019
Cepiig NpoMeRyTOUHOTO NPOAYKTA: 932041 Cpok roaHoctu: 06/2022
BIX xon/ YnakoesouHblfi maTepnan: D nakoH (CTEKNAHHEBIN) HaneuaTano: 24.06.2019
TectoBas cieungkaunn No; 79877_P510A001014ND  Koa 3akalunka: 652236
Ilpon3BogcTBeHHan cneunduKauns 79877_P330A00201

Ne:

PeructpausionHoe yaocrosepenne No:  I1 NO15956/01
Crpanuua: 4

HcnbiTanne Cnenndukaunn PesvanTaTt Onenka

Pasmep BoimymeHHoit cepun (t): 48705 — Homep nopMaTheROTe RokymenTa: IT NO15956/01-250517

OueHka: CoorBeTcTBYET

3anBieHne o cepTHdHKALMM:

Hacroamum noaTsepxaaio, 4To BbILIEYKA3AHHAA HHPOPMALHS RBAAETCA AOCTOBEPHOH I NPaBRILHOI.
Jlanuasn cepun JIEKAPCTEEHHOr0 CPERCTBA NPOI3BeAeHa, BKIIOYAN YAAKOBKY H KOHTPO/Ib KA4eCcTBA, B
YKA3aHHOM BbIlll€ MECTE B TIO/IHOM COOTBeTCTBHN ¢ TpeGosanuamu GMP mecTHoro perytarophoro oprana u
cneuu$pUKaUHaM, 3aperHcTPHPOBAHHBIM B HMNOPTHPYKOWeli cTpane.

OT4eTsl 0 NPOH3IBOACTEE CEPHH, YIIAKOBKE H KOHTpPOJe KauecTBA GLIIH NPOBEPEHLI H APH3IHAHLI
COOTBETCTBYHOMIMMHK TpeGoBannam GMP.

JIobb1e oTkIoHeHus GL1K oueHeHB! 10 BbIMycKa cepHil. JaHHau cepUA BLINYLIEHA YNOJHOMOYEHHBIM
UM,

YnonHoMoueHHOE HLIO: Hoonuce
Jarta: 24.06.19

Cepun nposepena (Oraen japMauesTHieckoro esimycka): Dr. Rogai Alessio arta: 24.06.19

ek k*KoHel oTyeTat¥*¥*



Cert. No : 10003681

<
Istifuto ®
De Angell
'@' /
Istituto O Angsfl 8.r.L.-Loc. Prulfi n. 103/c- 50066 Reggello {FI}-taly
Manufacturing Authorization N°: al-136/2018 dated 07/11/208
GMP Certificate No: IT/233H/2018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
Batch No.:  932041A _ No. of Analysis : 19003521-2-1
Article No. : 464396 Date of Manufacture : 11.06.2019
Semifinished batch 932041 Expiry date: 0612022
BIX code/ Pack. Mat. : BOTTLE {GLASS) Printedon : 24.06.2019
Tesling Spec. No. : 79877_P510A0Q0101+ND Customer code: 652236
Manufacturing Spec. No. :  79877_P330A00201
Marketing Authorization No: P N015956/01
) — Page: 1
Test
Specification Result Evaluation
Appearance
Cleer, faintly yellowlsh solution filed Into amber glass via's  Conforms c
fitted with a metering pump,
Odour
Of sucelyptus 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 6.2 C
Freezing-point depression
( Osmometry }
0,50-0,62K 0,54 c
Relative density
d(20/20}
1,007 - 1,017 1,015 c
Mean delivered dose

70 - 94 ug/ metered dose B7 C



Cert. No : 19003681

Istituto ®
De Angeli
@
Isfituto Do Angeli S.r.L-Loc. Prulll n, 103/c- 50066 Reggello (Fijtaly
Manctacturing Authorization N*: aM-136/2018 dated 0711112018
GMP Certificate No: (T/233/H/2018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/idose 10 ML RU
Batch No.:  932041A _ No. of Analysis : 19003621 -2 - 1
Article No. : 464396 Date of Manufacture : 11.06.2019
Semifinished batch 932041 Expiry date: 08/2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 24.06.2018
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N(15956/01
Page: 2
Test
Specification Result Evaluation
Uniformity of dosage units
0.4
(STD)
10 .
Regulrement A (n = 10)
AV<=15.0 (with K = 2.4)
Requlrement B {p = 30)
AV<=15.0 (with K = 2.0)
Each individual is 0.75M-1.25M
100,1
(AVG)
100.0 100,1 100,0 100,5 100,3 99,5 90,4 c
100,3 99,9 100,7
Number of actuations per contalner
Not less than 120 metered doses Conforms C
Droplet size distribution
Median diameter Dv(50)
30- 60 um 49 C
Droplets <10 pm
<=6% 0 c
Identification
KB 227(Tramazoline Hydrochloride anhydrous)
Cormresponding to standard Conforms c
Benzalkonlum chloride

Corresponding o standard Conforms C



Cert. No : 19003681

Istifuto ®
De Angell
<>
Istifulo De Anget $.r.L.Loc. Prll n, 103/c- 50065 Reggello (F)taly
Manutactuing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Certificate No: IT/233/H12018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 ug/dose 10 ML RU
BatchNo.: 932041A No. of Analysis : 19003521 -2 -1
Article No. : 464396 Date of Manufacture : 11.06.2019
Semifinished batch 932041 Expiry date: 06 /2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 24,06.2019
Testing Spec. No, : 79877_P510A00101+ND Customer code; 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 3
Test
Spacification Result Evaluation
Active ingredient decomposition
Any unspecified degradatlon product (xpLc)
< 0'5 % 0,1 C
Total degradation products (HpLC)
<=0,5% 0,1 c
Asgsay
KB 227(Tramazoline Hydrochloride anhydrous) (Hpic)
112,56 - 124,3 mg/M00.0 ml 118,5 c
Benzalkonium chloride (HPLC)
18,2 - 22,2 mg/100.0 ml 19,9 C
Volume of contents
Conforms C
Total aeroblc bacteria count, yeast and mold count
{combined)
<= 100 cfu/ ml 0 c
Staphylococcus aureus
Absent in 1ml Absent c
Pseudomonas aeruginosa

Absentin iml Absent C




Cert. No ; 19003681

Istituto ®

De Angeli
Istituto De Angeli S.r.L.-Loc. Prufli n. 103/c- 50066 Reggallo {F1)-laly
Manufacturing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Certificats No: IT/233H/2018
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pug/dose 10 ML RU
Batch No.:  932041A No.of Analysls: 19003521-2-1
Article No. : 464396 Date of Manufacture : 11,06.2019
Semifinished batch 932041 Expiry date: 06 /2022
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 24.06.2019
Testing Spec. No. : 79877_P510A00101+ND Customer code: 652236
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 4

Test

Specification Result Evaluation

Evaluation : Conforms

Certification 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.

Qualified Person:
Date:

Batch Review (Pharmaceutical Release Dept.): Dr. Rogai Alessio Date: 24.06.2019

*+4 End of Report ™***



