Istituto de Angeli S.r.1., Ttaly . .
Localita Prulli 103/c — 50066 Reggello (Firenze), Italy IStlt“tO D € Angeh

Hcturyro ne Arxenn C.p.r., Uranua HCTHUTYTO JE AHKEIA
Jlokannta [pynnn 103/c — 50066 Perenno

(Pnopenuus), Uranus
Tel:+39 055 8650 001; Fax:+39 055 8650 799

Certificate of Quality
Cepruduxar Kayecrna

Manufacturing Authorisation number/Homep nuensun na npon3socTBO: aM-136/2018 del 07/11/2018 / aM-136/2018 or 07/11/2018

Product: LASORIN®, nasal spray 1.18 mg/ml
Ipenapart: JIASOPUH®, enpeii nazaabubiif 1.18 mMr/mu

Importing country/Hmnoprupyromas crpata: Ukraine/Yxpanna
Country of Manufacture/Ctpana-npoussoaures: Italy/Hranus

Active ingredient/AkTBHBIN UHTpeanenT;
Tramazoline hydrochloride monohydrate 1.265 mg, equivalent to 1,18 mg of tramazoline hydrochloride/
Tpamasonuna ruapoxsopuia MOHoruapar 1,265 mr, uro skeusanentHo 1,18 mr TpamasoiHHa THAPOXIopUa

Marketing Authorisation Number: UA/3590/01/01 Valid till: 15.07.2020
Peructpanyonnoe caunerenscreo: UA/3590/01/01 He#ictayer no: 15.07.2020

Type of the package: 10 ml in a vial with metered pump; 1 vial in in a carton box labelled in Ukrainian language
Ynakoska: 110 10 mn B cTexnaHHOM GaionysKe ¢ AOIMPYIOIIUM YCTPOHCTBOM; M0 1 GamionuuKy B kapTonsoit
KOPOGKe ¢ MapKMPORKOI HA yKPAMHCKOM A3BIKE

Batch number/Homep cepun: 031879A
Date of Manufacture/Jlata npoussoncrsa;  27.05.2020
Date of Expiry/Tonen no: 05/2023

Batch size/Pasmep cepun: 51407 packs / ynakosok

Certification statement:

I hereby certify that the stated information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above-mentioned site(s) in full compliance with the GMP
requirements of the focal Regulatory Authority and with the specifications to Marketing Authorisation of the
registration dossier of the importing country. The batch processing, packaging and analysis records were reviewed

and found to be in compliance with GMP P

Caujerennerno o cepTHgnkanuu:

OTHM 51 TIOATBEPAKAAIO, UTO NPHBEACHHAS HHGOPMaLKs ABJIAETCA AOCTOBSPHOI hir
6LUI0 NPOM3BE/IEHO, BKIIOYA YIAKOBKY / MAapKHpOBKY M KOHTPOJIb KAYecTBa F
IOAHOM COOTBETCTBUM ¢ TpeboraHHsMU GMP, yCTaHOBIECHHBIMH MECTHBIM peRyH3

COOTBETCTBHH €O CHeLHpuKaLMamMK k Peructpammonnomy Ceugetennerny, comePuig =~'i' PErUCTPaHOHHOM
AOChe CTPaHKI-UMNIOpTepa. 1IpoTokonsl NpoH3BOACTRA, YIAKOBKH M aHANM30B GBIIH NepECMOTPEHBI U YCTAHORIEHO
coorsercTBue GMP

IO IIPORYKLHK
41/ yuactie(ax) B
HRIMSOPEZHOM, a TaloKE B
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/5 i 1598 &r 1/0L008 Es




Istituto de Angeli S.r.1,, Ttaly

Localita Prulli 103/c — 50066 Reggello (Firenze), Italy
HUcturyto ne Amxenu C.p.., Utanus

Jlokanura Ilpynnu 103/c ~ 50066 Pereno
(Dnopenuusn), Wranua

Tel:+39 055 8650 001; Fax:+39 055 8650 799

Istituto De Angeli

HCTATYTO AE AHXEJIH

Certificate of Quality
Ceprudukar Kayecrna

Product: LASORIN®, nasal spray 1.18 mg/ml
Hpenapar: IASOPUH®, cupeif nazanbubiii 1.18 Mr/m

Batch number/ Homep cepan: 031879A

Number of analysis/Homep anasuza: 20003524

Test Specification Test result Unit
HcnpiTanue Cneunguxauus Pesynwrar Eavnanna
Appearance Clear, faintly yellowish solution Conforms
Bueummii nwx IIpo3paunslit, cierxa xenToBaThit Cootsercryer
pacTeop
Odour of eucalyptus Conforms
3anax Osxanunra Cootsercrayer
Colour of the solution :?.;?nf: s'g::;ﬁ:yB?;oumd fhian Conforms
Iiner pacrsopa Oxpaiuen pe 6osee HHTEHCHBHO, ueM CooraercTayer
3TajoHHBIH pacTeop BY7
Clarity of solution iz;grllc:{z:;l)alescent than reference Conforms
Pactrop ¢ onanecuenuueii He 6onee
IIpospaunocrs pacreopa* HHTEHCHBHOM, YeM Y STalIOHHOM CootsercTyeT
cycnensng |
pH 6.0-75 6.3
Freezing-point depression 0.50-0.62K 0.54 X
[onmxenne TeMneparypr 0.50 - 0.62 K 054 K
3aMep3aHRs
Relative density d (20/20) 1.007 - 1,017 1.015
OTHOCHTEILHAT IIOTHOCTE d (20/20) 1.007-1,017 1.015
The average volume of contents is equal
to or greater than the nominal volume of
Q contents,
Not more than 1 in 50 volumes is
Volume of contents permitted to be in the range (Q - x) and Conforms

(Q - 2x). No volume is permitted to be
less than (Q - 2x).

Nominal volume of Q (ml): 5-50
Underfill x (ml) = Q - 0.09

Cpennnii o6benm conepxumoro pasen
unu 6ollee, HOMHHATLHOIO 06heMa
coJiepxnumoro Q.

He Gonee 1 u3 50 065eM0OB MOYKET BbITD
B npenesax ot {Q - x) u (Q - 2x), vu
OA1H 00BeM He J0KeH ObIThH MeHee

(Q-2x).

Ob6nhem copepxnmoro

Homunannueit 06n6m Q (Mn): 5-50 > sy
HepoceTaTouHoCTs HanomHeHus x (mn): q,f“”?“‘,\e?/
3?{‘)\;{}% e

Q- 0.09

Crpannna 2 uz 5 C0Q-652235-V08




Istituto de Angeli S.r.l., Italy . .
Localita Prulli 103/c — 50066 Reggello (F irenze), Italy IStltuto De Angell

Hernryro ne Amxenu C.p.t., Uranus HCTUTYTO IAE AHKEJA
Jloxamura Ipysnn 103/c — 50066 Peresno

(Onopenuus), Hranus
Tel:+39 055 8650 001; Fax:+39 055 8650 799

Certificate of Quality
Ceprudnkar Kagecrpa

Product: LASORIN®, nasal spray 1.18 mg/ml
IIpenapar: JIA3OPUH®, cnpeii nazaabupiii 1.18 mr/mu

Batch number/ Homep cepau: 031879A Number of analysis/Homep ananuza: 20003524
Test Specification Test result Unit
Henwirtanne Cneunduxanus Pesynerar Envnnna
Requirement A (n= 10) 102.9 98.0
AV<15.0(k=24) AV =48 100.5 103.0
Uniformity of dosage units Requirement B (n = 30) Individual valueZS' 101.5 100.1
AV <15.0 (k=2.,0) " 98.299.897.3
Each individual is 0.75M — 1.25M 101.2
TpeGosatine A (n = 10) 102.9 98.0
AV<I15.0(k=24) Kpurepuit npunstus  100.5 103.0
21‘;’::’"‘::’“"”“ AOIUPOBAHHLIX Tpe6osauue B (n = 30) =4.8 101.5 100.1
AV <15.0 (k=2.0) Orzenvrbie snavenua; 98.2 99.8 97.3
Kaxxnan equnuua 0.75M — 1.25M 101.2
Identification
Unentundukanusn
Tramazoline hydrochloride
anhydrous (K-B 227) corresponding to standard Conforms
(TLC + HPLC)
Tpamasonuna ruapoxnopuga
6essomnoro (K-B 227) COOTBETCTBYET CTaHAAPTY Cootsetcrryer
(TCX + BI¥X)
Tramazoline hydrochloride
anhydrous (K-B 227) corresponding to standard Conforms
(HPLC/UYV diode array)
Tpamnao.rmuﬂ FH}IPOXJIOPHJ]!I
Gesnomoro (K-B 227) COOTBETCTBYET CTAHAAPTY Cootsercrayer
(BOXX ¢ Y®-gerexropom)
g{%xiglkonium chloride corresponding to standard Conforms
(11;3(::3')’13;;! KoHusA x10pHA COOTBETCTBYET CTAHAAPTY Coorsercrayer
Benzalkonium chloride (Ti.c) corresponding to standard Conforms
Beusajgixconns xnopua (TCX) COOTBETCTBYET CTAHAAPTY Coorpetcrayer

Active ingredient degradation (HIPLC)
1IpoayicThl pacnaja aKTHRIONO
HHTpEANEHTA (BDXKX)
Any unspecified degradation
product
Jli060i Becnenuduucexuii
NPOAYKT pacnana
Total degradation products < 0.5%
Of1mce KonuyecTro <0.5%
npoAyKTOB pacnaja
Assay of Tramazoline hydrochloride
anhydrous (K-B 227) (HPLC)
KD.’IH'IBCTBGHIIDC onpeanIcHe
Tpamazonsna ruapoxnopuga 112.5 - 124.3 mMr/100 mn 118.7 mr/100 mn
Sesnoanoro (K-B 227) (B3KX)

Crpatnna 3 uz 5 COQ-652235-V08
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<0.5%

112.5 - 124,3 mg/100 ml 118.7 mg/100 ml




Istituto de Angeli S.r.l., Italy

Localita Prulli 103/c — 50066 Reggello (Firenze), Italy
Hcturyto ne Amxenu C.p.., Uranus

Istituto De Angeli

HUCTHTYTO AE AHXXEJIA

Jloxanura Ilpynnu 103/c — 50066 Perenno

(Pnopeuuns), Uranus

Tel:+39 055 8650 001; Fax:+39 055 8650 799

Certificate of Quality
Cepruduxar Kauecrsa

Product: LASORIN®, nasal spray 1.18 mg/ml
Ipenapar: IAZOPUH®, cupeii nazaabubiii 1.18 mr/mi

Batch number/ Homep cepuu: 031879A

Number of analysis/Homep ananuza: 20003524

Test Specification Test result Unit
Henniranne Crieunduxarnms Pesynerar Epvnnna
Preservative content (HPLC)
Conepaanne KoHcepBAHTA (BOKX)
Benzalkonium chloride 18.2-22.2 mg/100 ml 20.8 mg/100 ml
Benzankonns Xaopun 18.2 —22.2 Mr/100 Mn 20.8 Mr/100 mn
Microbiological quality
Mukpofuoaoruyeckan HHeToTa
zooutzlt?:mbci; microbial not more than 10? CFU/ml 0 CFU/mi
Odbwee KoanYecTBO
a3pobHbIX He Gonee 10> KOE/mn 0 KOF/un
MHKPOOPraln3MoB (TAMC)
;:::t's/“;’::’l‘;‘:‘c’oun ¢(rymcy ot mors than 10 CFU/m 0 CFU/ml
Obmee koanYeCTBO
APOAGKEBLIX W MJIECHEBLIX He Gonee 10' KOE/mn 0 KOE/mn
rpuéos (TYMC)
Staphylococcus aureus absent in 1 ml Absent
Staphylococcus aureus OTCYTCTBYET B | Ml OrcyToTByeT
Pseudomonas aeruginosa absent in 1 ml Absent
Pseudomonas aeruginosa OTCYTCTBYET B | mMa1 OrcyrereyeT
Mean delivered dose of Tramazoline metered
hydrochloride anhydrous (K-B 227) /024 hg/metered dose 87 Eﬁﬁe
Cpeansist focTaBisieMast (034
Tpamazonuna ruapoxjopuaa 70-94 Mkr/MepHasn 103a g7 MKD /mepitas
6essoanoro (K-B 227) .
Number of actuations per container  Not less than 120 metered doses Conforms
Koauueerno 103 B konrelinepe He Meunee 120 MepurIx fo3 CooTsercTayer
Droplet size distribution
Median diameter Dv (50):  30-60 um 44 pm
Droplet < 10 pm <6% L%
Pacnpenencune pasmepa KangH
Cpennuii nuamerp Dv (50): 30-60 Mxm
Karis < 10 Mmxm <6%

Crpanvia 4 uz 5
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[stituto de Angeli S.r.L., [taly . .
Localita Prulli 103/c — 50066 Reggello (Firenze), Italy IStltUtO De Angell

Hcrutyto e Arxenu C.p.ni., Utanus HUCTUTYTO JAE AHXKEJHU
Jlokanura IMpyanu 103/c — 50066 Perenno
(Dnopenums), Utanus

Tel:+39 055 8650 001; Fax:+39 055 8650 799

Certificate of Quality
Ceprudpukar Kauecrsa

Product: LASORIN®, nasal spray 1.18 mg/ml
[Ipenapar: IASOPUH®, cnpeii nazannubiii 1.18 Mr/mi

Batch number/ Homep cepun: 031879A Number of analysis/Homep ananusza: 20003524
Test Specification Test result Unit
Hcrnbitanue Cneundukaumus Pesynwrar Emnnuna

Remarks/IMpumeuanue: _—
p i oamp,,

______ JaaiAL PR
Result/Pesynerat: released/sbimymeno: 26.06.2020 Q,""af%\
(release date)/(naTa Bbinycka) : ’g}%‘
5 af
¢ Angeli

Date of signature (CoQ)/IlaTa noanucu (CK): 26.06.2020
Qualified Person/YnonHomoueHnoe nuuo: Dr. Paola Giori

6o &, Ll

Crpanuua 5 u3 5 COQ-652235-V08




npocniekr Banepis Hoﬁanoscsxoro, 51, M. Kuis, 031 10, Ten/ake: (044) 2753030
E-mail: dIs.ko@d]s.gov.ua, Kon €1PTIOV 3 7078774

BHCHOBOK
Npo AKiCTh BBe3eHOro B Ykpainy JiKapcbKoro 3acofy

23.07.2020 Ne 33947/20/10

CIIpel Hazaikaumii, 1,18 mr/mu; o 10 M1y cknsnomy 6anonunxy 3 AO3YX0uHMM tpueTpoem; mo
1 6anongnky B Kapronuii kopodni
(bopma BHITYCKY, KO3yBanHy, BHA Naxysanua mixapcskoro 3aco6y)

Homep peectpaniioro noceingenns UA/3590/01/01 CTPOK i peecTpaniitroro nocsizsenns 15.07.2020
Cepis nikapcrxoro 3acoby Ne 031879A Kimxicrs Beesenoro TKapCEKOro 3acoby 51407

Bupo6ruk Ietityro ne Amxeni C.p.., Itanis
(naitmenysayng BHPOGHHKa nikapepkoro 3aco6y, kpaina noxomxenus)

Boeseno B Vpainy Tonapx:lc'rno 3 obMexxeno10 BiInoBixanLuicTro "CAHO®I-ABEHTIC
YKPAIHA", inent. xoa: 35648623

(Hakimenypanus a Kox 3a €IIPIIOY IOprAWYHOT 0cO6U a6o npissumte, iM'a, no 6aTeKOBi (izuymoT
ocoby - nianpuemng, it Micue npoxuBanug Ta peecTpaniiuuii HOMep obnikosor KapTKY nmatHuKa
noAarkis a6o cepig ta HOMEP nacnopra)

Hporokon isyamnuore KOHTpOMIO Bij 14.07.2020 N: 2178/5,

3a  pesynpratamu ACPHABHOIO  KoHTpOIIO BCTAHOBNEHO, MmO mikapesky 3aci6 BBeseHo g Vkpainy 3
AOTpMMaHHaM BHMOT 3aK0HOAaBCTB2 moz0 3abesnevenns sxocri MKBPCHKUX 3ac06ip,

(mocanona oco6a Oprany aepxasHoro KOHTPOIIO) (mizmuc)
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AEPXKIIKCITYIKBA YKPAIHU
AEPIKABHA CHYIKEA 3JIKAPCHEKIX BACQBIB TA KOHTPONIO 3A
HAPKOTUKAMYT Vv KUIBCLXIIT OBJIACTI

lpocnext Banepis JIcGaHoucucoro, 51, M. Kuis, 031 10, ren/daxc; (044) 2753030
E-mail; d]s.ko@dls.gov.ua, Kon €PTIOV 37078774

BUCHOBOK
PO sIKiCThL BBe3eHoro B Vipainy JIKAPCLKOro 3acofy

23.07.2020 Ne 34307/20/10

JASOPHH®

¥BaHKES JiikapcLkorg 3aco0y 3rinup 3 peeCTpauiHuna noCBigCHIgM)

cnpeii Hasanbnuit, 1,18 mr/sn no 10 pmn y CIUISTI OMY bamonuiy 3 AO3YI0HM npHeTpoem; o
1 Banonmauxy g kg TOHHI Kopobu|

(thopna BHIYCKY, Xosysars, sun NaKyBanus nixapenkorg 3acoly)

{(nattvey

Howmep peectpauiiinoro nocsizuenns UA/3590/01/01 CTPOK 4if peecrpaniiinoro nocsinuenns 15.07.2020

Cepis nixaperkorg sacoby No 031874 A Kinexicrs, ssesenorg Nixapenkoro sacofy 50543
Bupobuxk leTityTo ne Amxeri C.p.., Ivamnis
(nafivenysannyg BHDOGIIHKS nikapenioro 3acoly, kpaina TOXO/UKEH s
Beeseno 8 Vpainy ToBaprcerno 3 00MCIReHOI0 BILAMOBIAAIL I CTIO "CAHO(IJLABEHTIC

YKPATHA", ienr. wou: 35648623

(malivenysarnig ra ko4 31 CAPTIOY 1opuupanot ocoln abo UPI3BHLLE, iM's, ng GaThkoni izuunor

0CobH « NiAnpHemus, i MICHC NposHBANHS T4 PeeCTpauiinmii IioMmep oBrixosof KapTKH I1aTiHka
noxaTkin abo cepin ra HOMEp nacniopra)

[poToron isyansiore Konrpomo sia 15.07.2020 m 2204/7.

3a Pe3VNLTaTaMp JEPKABHOTO KOHTPOMIO BCTALOBNEGHD, 1o nikapekul 3acib  BBeseHo Yrpainy 3
,[IOTpHMH HHAM sumor SAKOHOIABCTEA 10M0 sabesncuenus KOCTI Jikapch iy 3dacobig,

P kv -
3acTynnuic iy HHKE CﬁyQKGH k Onexcii CONIOAPAA
SR S ML .%f e R S v - L N
(noqﬁgioa@;\ég';}‘ a 5[)1"51}{?218[]\?1(@!;[{(1\17;0. KOIHTPOMIQ) (nianuc) (isriviaam ra npisswne)

Vi
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Istiteto de Angeli S.r.l., Ttaly ) L v
Localita Prulli 103/c — 50066 Reggello (Firenzce), ltaly lStltUto De Angell
Heruryro ge Amxenu C.p.r., Uramms HCTHTY'TO JAE ATKELN

Noxamura HMpyman 103/ — 50066 Peremno
(Dnopenmws), Uranms

Tel:+39 055 8650 001; Fax:+39 055 8650 799

Certificate of Quality
Cepruduxar Kauecrsa

Manufacturing Authorisation number/Homep suenaun 1wa nponssoacrne: aM-136/2018 del 07/11/2018 / aM-136/2018 ot 07/11/2018

Product: LASORIN®, nasal spray 1.18 mg/ml
ITpenapar: IASOPUH®, cnpeit HazaaLneii 1,18 mr/mo

Importing country/Mmmoprupyromas croana; Ukraine/Yrpauna
Country of Manu facture/Crpana-nporssouren: Italy/Hranms

Active ingredient/Axrepristit HHTPEIHEHT:
Tramazoline hydrochloride monohydrate 1.265 mg, equivalent to 1.18 mg of tramazoline hydrochloride/
Tpamasonuuna ruapoxnopuna MoBorHapar 1,265 mr, wro sksusawienrio 1,18 mr TPaMasoJIMHa THAPOXIOpH A

Marketing Authorisation Number: UA/3590/01/01 Valid till; 15.07.2020
Perperpanuontioe cauperensetro: UA/3590/01/01 Hettcrsyer no: 15.07.2020

Type of the package: 10 ml in a vial with metered pump; 1 vial in in a carton box labelled in Ukrainian language
Ynakonxa: no 10 M » cTCKIAHHOM GaToHMIE © AO3HPYIONIMM yCTPORCTBOM; 110 | GainroHumky s KAPTOHHOH
KOpobike ¢ MAPKUPOBKO 1A YKPAMIICKOM AabiKe

Batch number/Homep cepan: 0318744
Dato of Manufacture/J{ara nponssoncrna: 23.05.2020
Date of Expiry/I"onen no: 05/2023

Batch size/Pasmep cepun: 50543 packs / YHAKOBOK

Certification statement:

I hereby certify that the stated information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above-mentioned site(s) in full compliance with the GMP
requirenents of the local Regulatory Authority and with the specifications to Marketing Authorisation of the
vegistration dossicr of the importing country. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP

Ceugerennerno o ceprunduranun:

DTHM I NOATBEPIIAIO, UTO IMIPUBCACHHAS HITDOPMALIHS ABIISETCH JAOCTORCPHORH 11 © DI UPOSIY LMK
Oruro nponsneseno, sinowas YTNAKOBKY / MapKHpOBKY ¥ KOHTPOIlh KAYCCTRA L. _;IcyuijHI-ly"t“'r}a\-{if‘}qac'nce(ax) B
HOTIHOM COOTBCTCTRAM ¢ TpeboranuaMu GMP, yeraHomenHEMu MECTHRIM Perynss it
COOTBCTCIBAY CO CHENUDHKAITMIMH K Pernetpanmonomy Crupcrensersy, congp: et
Jlocke erpannl-nMnoprepa, Upotoxons npoussoacTsa, YIaXOBKY ¥ AHAIMIOR ORUIM LEPeLHio [PEHBI U YCTAHORIICHO
cooTrerereme GMP

Crpanuna | u3 §




Istituto de Angeli S.r.1., Ttaly
Localita Prulli 103/c - 50066 Reggello (Firenze), Italy
HcTuryro sie Awxesrn C.pur, Mramus

Istituto De Angeli

HUCTUTYTO AL AHIKEJIN

Joxaymra Mpyman 103/c — 50066 Peromo

(©ropermums), Wraus

Tel:+39 055 8650 001; Fax:+39 055 8650 799

Certificate of Quality

Cepruduxar Kauecrsa

Product: LASORIN®, nasal spray 1.18 mg/ml
Hpenapar: IABOPUH®, cripeii nasassmpii 1.18 yMr/sir

Batch number/ Homep cepun: 031874A

Test Specification Test result Unit
Hermrranue Cnenuuxaps Pegynrrar Enmnuna
Appearance Clear, faintly yellowish solution Conforms
i TIpo3pasIsii, eierka enrosaTnLi
Buenuuii nay CooTtserctayer
pacTsop ’
Qdour of eucalyptus Conforms
3amax Ouxamunra Cootseretnyer
. Not more intensely coloured than
Colour of the solution reference so]ution};jY’f Conforms
Tner pacrsopa Oxpaulen He Sonee HETEHCHBIO, YoM Cootnorernyer
9TaNoMILIH pactsop BY7
Clarity of solution Net more cpalescent than reference Conforms
ki suspension I
Pactsop ¢ onancencunmelt ne Gonee
Hpospaunoers pactropa* HHTCHCHBHOM, ueMm y sTanonHof Coornercmayer
cycneHzuy [
pH 6.0-75 6.3
Freezing-point depression 0.50-0.62 K 055 K
Monmmenue remueparypn 0.50- 0.62 K 055 K
3aMEp3IAHHA
Relative density d (20/20) 1.007 - 1.017 1.015
Oruocrrennuas mioTnoeTs d (207200 1.007-1.017 1.015
The average volume of contents is cqual
to or greater than the nominal volume of
Q contents,
Not more than 1 in 50 volumes is
Volume of contents permitted to be in the range (Q - x) and Conforms

Ofmnem copepsnmoro

Crpansua 2 13 §

(Q - 2x). No volume is permitted to be
less than (Q - 2x).

Nominal volume of Q (ml): 5-50
Underfill x (ml)=Q « 0.09

Cpemiii 06vem cojeprrmoro panen
i Dolee, BOMUEANRIEOIO 00heMa
cozepxumoro Q.

e Gonee 1 13 50 ofmemons Moxer Gurrs
B rpeyenax ot (Q - x) u (Q - 2x), nu
QJIMH OG’I:UM HE A0JIKCH 6];1'1‘]; MEHCC
(Q-2x).

Homunansusiit o6sém Q (Mn); 5-50
HelocratoanocTs nanonsenms x (v):
Q- 0.09

COQ-652235-V038




Istituto de Angeli S.r.l,, Ttaly
Localita Prulli [03/c — 50066 Reggello (Firenze), Italy
Herwryro pe Amkernn C.pur, Uranug

Istituto De Angeli

UCTHUTYTO AE AHMCEJN

Jloxamura Hpynnu 103/c — 50066 Perenno

(Pnoperums), Mranus

Tel:+39 055 8650 001; Fax:+39 055 8650 799

Certificate of Quality
Ceprudurar Kavecrna

Product: LASORIN®, nasal spray 1.18 mg/ml
Hpenapat: TABOPHH®, crrpeii nazaabmeii 1.18 mr/a

Batch number/ Homep cepun: 031874A

Test
Hcenuranme

Uniformity of dosage units

OHHUDUHHUC'I‘I) JIO3HRDUBANIIILIX
C/AHHHEIL

Tdentification
Huenrmdukanns
Tramazoline hydroehloride
anhydrous (K-B 227)
(TLC + HPLC)
Tpamasosnuna THAPOXJI0PHAL
Beanojpiore (IC-1 227)
(TCX + BRIKX)
Tramazoline hydrochloride
anhydrous (K-B 227)
(HPLC/UY diode array)
Tpavasoauaa rugpoxgopnaa
Geszoanoro (K-B 227)
(BOXX ¢ Yd-perexroposs)
Benzallkonium chloride
(HPLEY)
bensanconnst xao0pug
{(BKX)
Benzallonium chloride (r.c)
bensanxonus xnopug (1ex)
Active ingredient degradation rLC)
[Iponykrel paciaja aKTHBHOTO
HHIrpeaHenTa (BoKX)
Any unspecificd degradation
product
Jlobo# necucunduuecknit
NPOAYIT pacliaga
Total degradation produets
Ofmee koyHUCCTRO
NDOAYKTOB pacnaga
Assay of Tramazoline hydrochloride
anhydrous (K-B 227) (1rLC)
KOJIH‘[(!C’I‘BBI]II’UC OnpeAHacHe
Tpamazosmia ruapoxnopuna
Gessomnore (K-B 227) (39kKX)
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Specification
Cronmdurarys

Requirement A (n= 10}

AV <150 (k=24)

Requirement B (n = 30)

AV <150 k=2.0)

Each individual i5 0.75M — 1 .25M
TpeGonamue A (n= 10}

AV 150 (k=2.4)

Tpebosanne B (n = 30)

AV <150 (k=2.0)

Kancuas enusmua 0.75M — 1.25M

corresponding to standard

COOTBETCTRYCT CTANAPTY

corresponding to standard

COOUTRCTCTRYET cranuapTy

corresponding (o standard

COOTBETCTBYCT CTa HIApTY

corresponding to standard
COOTBCTCTRYCT CTAHUAPTY

<0.5%

<0.5%
<0.5%
<0.5%

112.5 - 124.3 mg/100 m!

112.5- 1243 mr/100 mn

Number of analysis/Homep ananusa: 20003401

Test result
PesyneTar

AV=16
Individual values;

Kpurepnii npunsras =
1.6
OTaenbusic sHavcHms:

Conforms

Coorsercrsyer

Conforms

Coorrererayer

Conforms

COU'I‘HU’]'C’E‘HYG’I‘

Conlorms
Cootsercryer

1182

118.2

Unit
Enuinia

99.3 99.799.0
98.999.9
100.9 100.6
99.8 100.2
99.7
99.399.799.0
98.999.9
160.9 100.6
99.8 100.2
99.7

mg/100 ml

MI7/100 Mo
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Istituto de Angeli S.r.l., Italy
Localita Prulli 103/c — 50066 Reggello (Firenze), ltaly
Heruryro ne Arsxestu C.pun., Utanus

Istituto De Angeli

UCTUTYTO JNE AHKEJIH

Jlokanwra [pynmm 103/c — 50066 Perenno

(Prnopermus), Mranus

Tel:=39 055 8650 001; Fax:+39 055 8650 799

Certificate of Quality
Ceprugnkar Kauecrna

Product: LASORIN®, nasal spray 1.18 mg/ml
Hpenapar: JIABOPUH®, cupeii nazansubrii 1.18 mr/su

Bateh number/ Homep cepun: 031874A

Number of analysis/Homep amanusa; 20003401

Test
Uermrranme

Preservative content (HPLO)
Couepacamie koncepnanra (BKX)
Benzallconium chloride
Bemzanwonuu XNopRj
Microhiological quality
MupoGronornueckas ynerora
Total acrobic microbial
count (TAMC)
Ofutee KosuvecTRO
APOOHLIX
MHKDOOPranHIMoRr (TAMC)
Total combined
yeasts/moulds count (ryme)
Ofimee wotucerso
APOACKEBLIX H IVICCHEBBIX
rpuos (TYMC)
Staphylococeus aurcus
Staphylococcus aurcus
Pscudomonas aeruginosa
Pseudomonas aeruginosa
Mean delivercd dose of 'I'ramazoline
hydrochloride anhydrous (K-B 227)
Cpennstst foeTanssiemasn qo3a
Tpamazonnna PHADOXJOPHIA
Gessounoro (I-I 227)
Number of actuations per container
KoJaeerno j1o3 8 konreitnepe
Draplet size distribution
Median diameter Dv (50):
Droplet <10 pm
Pacupencienie passepa watn
Cpeyunmid ymamerp Dy (50):
Kangs < 10 mim
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Specification
Crenndmranys

Test result Unit
Pesynsrar Ennnanna

18.2 - 22.2 mg/100 ml
18.2-22.2 Mr/100 ma

not more than 10> CFU/mi
He donee 102 KOR/
nol more than 10" CFU/ml

ue Bonee 10" KOEADI

absent in 1 ml
oreyrersyer s 1 mi
absent in 1 ml
orcyrersyer s 1 i

70-94 ng/metered dose

70-94 Mxr/iMeprayx jioza

Not less than 120 metered doses
He Mense 120 meprrrx mos

30-60 pm
<6%

30-60 Mxm
< 6%

19.7 mg/100 ml
19.7 mr/100 mn

() CFU/ml
0 KOBE/mn
0 CFU/mI

0 KOL/mi

Absent
Oreyrernyer
Absent
Oreyrernyer
36 ug/metered
dose

MET/Mepas
1038

36

Canforms
Coorsercrayer

38 um

COQ-652235-V08§




Istituto de Angeli S.r.l., Ttaly 0 : .
Localita Prulli 103/c - 50066 Reggello (Firenze), ltaly Istituto De Angeli
Heruryro ne Amskenu C.p.an., Hramus UCTUTYTO JIE AHKEAT
HNoxanura Tpysnu 103/c — 50066 Perensio

(Paopennyin), Mranus

Tel:+39 055 8650 001; Fax:+39 055 8650 799

Certificate of Quality
Cepruduxar Kauecrna

Product: LASORIN®, nasal spray 1.18 mg/ml
Hpenapar: JIABOPHH®, cnipeii nasaabnerii 1.18 mr/m

Batch number/ Tomep cepun: 031874A Number of analysis/Homep ananusa: 20003401
Test Specification Test result Unit
Henprranne Crieundmranus Peaynerar Enuisua

Remarks/TTpumeuanmne;

Result/Pesynerar: released/suimymeno: 26.06.2020
(release date)/(rara soinycia)

Date of signature (CoQ)/ata nonmicu {(CK): 26.06.2020
Qualified Person/Ynonnomouentoe nuuo: Dr. Paola Giori
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