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Istituto De Angell S.r.L.-Loc. Prulll n. 103/c- 50066 Reggello (FI)-ltaly
Manufacturing Autherization N°: aM-170/2022 dated 13/12/2022
GMP Certificate No: IT/236/H/2022
Certificate of Analysis and Conformance
Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
BatchNo.:  331527A No. of Analysis : 23002642-2 - 1
Article No. : 464393 Date of Manufacture : 14.04.2023
Semifinished batch 331627 Expiry date: 03 /2026
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : : 18.05.2023
Testing Spec. No. : 79877_P510A00101+ND Customer code: 794590
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015956/01
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Test
Specification 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

Mot 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 6,4 C
Freezing-point depression

{ Osmomatry )

0,60-062K : 0,55 C

Relative density
d(20/20}
1,007 - 1,017 1,015 C

Mean delivered dose ' _
70 - 94 Lig/ metered dose ' 86 C



Cert, No : 23003397

Istituto De Angell S.r.L.-Loc. Prulll n. 103/c- 50066 Reggelio (F1)-ltaly
Manufacturing Autherization N*: aM-170/2022 datec 13/12/2022
GMP Cerfificate No: IT/239/H/2022

Istituto ®
De Angeli

Certificéte of Analysis and Conformance

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

Batch No.:  331527A

No. of Analysis : 23002642 -2 -1

Article No. : 464393 Date of Manufacture : 14.04.2023
Semifinished batch 331527 Expiry date: 03 /2026
BIX codef Pack. Mat. : BOTTLE (GLASS) Printec on : 18.05.2023
Testing Spec. No. 79877_P510AC0101+ND Customer code: 794590
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No; P N015956/01
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Test
Specification Result Evaluation
Uniformity of dosage units
98,299,298999,5988 97,199,8992 C
97,7101,6
. 99,0 -
(AVG)
3,0
Requirement A (n = 10)
AV<=15.0 (with K = 2.4)
Reguirement B (n = 30)
AV<=15.0 {with K = 2.0)
Each individual is 0.75M-1.25M
Number of actuations per container
Not less than 120 metered doses Conforms ’ c
Droplet size distribution
Median diameter Dv(50}
30-60 pm 53 C
Droplets <10 pm
<=6% 1 ¢
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Product Name: LASOLVAN RHINO metered nasal spray 82 ug/dose 10 ML RU
BatchNo,:  331527A No. of Analysis : 23002642-2-1
Article No. : 464393 Date of Manufacture : 14.04.2023
Semifinished batch 331527 Expiry date: 03 /2026
BIX codef Pack. Mat. : BOTTLE (GLASS) Printed on : 18.05.2023
Testing Spec. No. : 79877_P510A00101+ND Customer code: 794590
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015956/01
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Specification Result Evaluation
Identification
KB 227(Tramazoline Hydrochloride anhydrous) (TLC +HPLC)
Corresponding to standard TO
KB 227(Tramazoline Hydrochloride anhydrous) (HPLC /Diode Amay
)
Corresponding to standard Conforms C
Benzalkonium chloride (HpLC) _
Corresponding to standard Conforms C
Benzalkonium chlorlde (L)
Corresponding to standard TO
Active ingredient decomposition
Any unspecified degradation product (HrLC)
<=0,5% 0,1 C
Total degradation products (HPLC)
<=0,5% 0,1 C
Assay
KB 227(Tramazoline Hydrochloride anhydrous} (HpLC)
112,56 - 124,3 mg/100.0 m| 1172 C
Benzalkonium chloride (HP.C)
18,2 - 22,2 mg/100.0 ml 204 C
Volume of contents.
Conforms C
Total aerobic bacteria count, yeast and mold count
{combined)
<= 100 cfu/ ml 0 C

Staphylococcus aureus
Absentin 1ml Absent c
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Product Name: LASOLVAN RHINO metered nasal spray 82 pg/dose 10 ML RU
Batch No.:  331527A No. of Analysis : 23002642 - 2 - 1
Article No. : 464393 Date of Manufacture : 14.04.2023
Semifinished batch 331527 Expiry date: 03 /2026
BIX code/ Pack. Mat. : BOTTLE (GLASS) Printed on : 18.05.2023
Testing Spec. No. : 79877_P510A00101+ND Customer code: 794590
Manufacturing Spec. No.:  79877_P330A00201
Marketing Authorization No: P N015956/01
Page: 4
Test
Specification Result Evaluation
Pseudomonas aeruginosa
Absentin 1m| Absent C

Batch quantity released (pcs) : 51482 - Number of the Normative Document: P NO15956/01

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.

WQ&%&IW;
i ; Qualified Peyson
Qualified Person: £ et %(."

Date: * Dr.ssa Raola Giori

i os d 3

Batch Review (Pharmaceutical Release Dept.): Dr. Rogai Alessio Date: 18.05.2023

*** End of Report ****
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: LAZOLVAN® RHINO
Batch Number: 331527A
GMID: 794590
Manufacturing Date: 14.04.2023
Expiry Date: 03/2026
Reference number to MA registered in Russia: 1 N015956/01
API (name of API, name and address of manufacturing site):
Tramazoline hydrochloride

Boehringer Ingelheim Pharma GmbH & Co KG
Binger Str. 173
D-55216 Ingelheim

Labelling is in full compliance with the last approved version of packaging and leaflet artworks. Packaging is in
full compliance with the Normative Document specification and variable information is located in corresponding

fields.

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification

(except for tests which are not controlled at the plant, e.g. abnormal toxicity, or periodically controlled tests).

Signature/Date: 18.05.2023

—

(16;’

o \ L D
Printed Name: Dr. Paola Giori r.ssa Raofa Gjori

\R.05.2522

N

Title: Qualified Person Istituto de Angeli S.r.l.
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Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Uranus

Perucrpannonnoe ymocroBeperne Ne: aM-81/2020 ot 13/12/2022
GMP cepr. Ne IT/239/H/2022

CepTudukar aHaIM3a U COOTBETCTBUA

Ha3anue npoaykra: JIA3OJIBAH PUHO crnpeii Ha3aabHbli 103upoBanublii 82 Mkr/no3a 10 ma Poccust

Homep cepun: 331527A Homep ananu3sa: 23002642-2 -1
IIpoaykT Ne: 464393 JlaTta npon3BoacTBa: 14.04.2023
Cepust IpOMeKYTOYHOTO 331527 CpoK roqHocTu: 03/2026
MPOAYKTA: .
BIX kon/ynak. MaTtepuaon: ®JIAKOH (CTEKJISIHHBIM)  data me4yartu: 18.05.2023
Crnenuduxamus 1is 79877 P510A00101+ND Kopa 3aka3uuka: 794590
NPoBeIeHUs UCbITAHUNA Ne:
IIpousBoacTBeHHast 79877 P330A00201
cnenudpuranus Ne:
Perucrpanmnonnoe IT N015956/01 Crpanuna: 1
yaoctoBepenue Ne:
Iloka3arennb

Hopwma PesyabTat Ounenka
Onucanue
IIpozpaunslii, 61€JHO-KEATOTO LIBETA PaCTBOP, B CooTBeTCTBYET C

CTEKJISTHHBIX (JIaKOHAX M3 CTEKJIa KOPUYHEBOTO IBETA C
JIO3UPYIOUIMM YCTPOHCTBOM

3anax
3arnax dBKaJIMIITA CooTBETCTBYET C

[{BeTHOCTH pacTBOpa
He Gonee MHTEHCHBHO OKpallieH, 4eM 3TajoH By CooTBeTCTByET C

IIpo3pauynocTs pacTBopa
IIpo3paunblii WIK ONANECLEHIMS UCIIBITYEMOTO CooTBeTCcTBYET C
pacTBOpa He MPEBBINIAET ONAJIECHEHIHIO TaNoHa |

pH
6,0-7,5 6,4 C

IMonun:keHue TOUKH 3aMep3aHust
(ocmomeTpust)

0,50-0,62 K 0,55 C

OrHocuteabHas mioTHocts d (20/20)
1,007-1,017 1,015 C

Cpennss BLICBOOOKAAEMAs 1032
70-94 mxr/nosa 86 C
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Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Uranus
Perucrpannonnoe ymocroBeperne Ne: aM-81/2020 ot 13/12/2022
GMP cepr. Ne IT/239/H/2022

CepTudukar aHaIM3a U COOTBETCTBUA

Ha3anue npoaykra: JIA3OJIBAH PUHO crnpeii Ha3aabHbli 103upoBanublii 82 Mkr/no3a 10 ma Poccust
Homep cepun: 331527A Homep ananu3sa: 23002642-2 -1

IIpoaykT Ne: 464393 JlaTta npon3BoacTBa: 14.04.2023

Cepust IpOMeKYTOYHOTO 331527 CpoK roqHocTu: 03/2026

MPOAYKTA:

BIX kon/ynak. MaTtepuaon: ®JIAKOH (CTEKJISIHHBIM)  [lata mewaTn: 18.05.2023
Crnenuduxamus 1is 79877 P510A00101+ND Kopa 3aka3uuka: 794590
NPoBeIeHUs UCbITAHUNA Ne:

IIpousBoacTBeHHast 79877 P330A00201

cnenudpuranus Ne:

PerncrpanmnonHoe IT N015956/01 Crpanuna: 2
yaoctoBepenue Ne:

Iloka3arennb

Hopma Pe3yabTat Ouenka

OIHOPOTHOCTH A03UPOBAHUS 98,2 99,2 98,9 99,5 98,8 97,1 99,8 99,2 C
97,7 101,6

(AVG) 99,0 -

Tpeboranue A (n=10) 3,0 -
Kputepuii npuemiemoctu <= 15.0
(mpu K =2,4)

Tpeboanue B (n=30)

KpuTepui npuemiemoctu <= 15.0

(mpu K = 2,0)

Kaxngprit o0pazen qomkeH Ovts 0,75M- 1,25M

KonuuecTBo 103 Bo ¢uiakone
He menee 120 no3 CooTBeTcTBYyET C

OnpenelieHne Kanejib M0 pa3Mepam
Cpennuii tuamerp Dv (50)
30-60 MM 53 C

O0beM kanejb 1uaMeTpom MeHee 10 MkMm
<=6% 1 C
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Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Uranus
Perucrpannonnoe ymocroBeperne Ne: aM-81/2020 ot 13/12/2022
GMP cepr. Ne IT/239/H/2022

CepTudukar aHaIM3a U COOTBETCTBUA

Ha3anue npoaykra: JIA3OJIBAH PUHO crnpeii Ha3aabHbli 103upoBanublii 82 Mkr/no3a 10 ma Poccust
Homep cepun: 331527A Homep ananu3sa: 23002642-2 -1

IIpoaykT Ne: 464393 JlaTta npon3BoacTBa: 14.04.2023

Cepust IpOMeKYTOYHOTO 331527 CpoK roqHocTu: 03/2026

MPOAYKTA:

BIX kon/ynak. MaTtepuaon: ®JIAKOH (CTEKJISIHHBIM)  [lata mewaTn: 18.05.2023
Crnenuduxamus 1is 79877 P510A00101+ND Kopa 3aka3uuka: 794590
NPoBeIeHUs UCbITAHUNA Ne:

IIpousBoacTBeHHast 79877 P330A00201

cnenudpuranus Ne:

Perucrpanmnonnoe IT N015956/01 Crpanuna: 3
yaoctoBepenue Ne:

Iloka3arennb

Hopma Pe3yabTat Ouenka

HopnuHHOCTH

KB 227 (Tpama3oauna ruipoxJopuaa

6e3poaHoro) (TCX+B2XKX) TO
CoOTBeTCTBYET CTaHAApTHOMY 00pa3ily

KB 227 (Tpama3oauHa rupoxJjiopuaa

oe3BoaHoOro) (BOXKX/YD-auonHas matpuna)

CooTBeTCTBYET CTaHAAPTHOMY 00pasILy CootBercTByeT Cc
Benzankonus xaopuaa (BOXX)

CooTBeTCTBYET CTaHAAPTHOMY 00pasILy CootBercTByeT Cc
Benzankonus xiaopuaa (TCX)

CoOTBETCTBYET CTaHAAPTHOMY 00pa3iry TO

Pacnag akTHBHOIO HHIPeIHEHTA
JIrobast HemaeHTHPUIUPOBAHHASI IPUMECH

(Bokx)<=0,5% 0,1 C
Cymma npumeceii (B2XX)
<=0,5% 0,1 C

KoanyecTBeHHOEe onmpe/ieieHne

KB 227 (Tpama3oiuHa ruapoxJiopuaa

6e3B01HOTr0) (BOXKX)

112,5 - 124,3 mr/100,0 Mo 117,2 C
Benszajakonust xaopua (BOXKX)

18,2 — 22,2 mr/100,0 mi 20,4 C
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Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Uranus

Perucrpannonnoe ymocroBeperne Ne: aM-81/2020 ot 13/12/2022
GMP cepr. Ne IT/239/H/2022

CepTudukar aHaIM3a U COOTBETCTBUA

Ha3anue npoaykra: JIA3OJIBAH PUHO crnpeii Ha3aabHbli 103upoBanublii 82 Mkr/no3a 10 ma Poccust

Homep cepun: 331527A Homep ananu3sa: 23002642-2 -1
IIpoaykT Ne: 464393 JlaTta npon3BoacTBa: 14.04.2023
Cepust IpOMeKYTOYHOTO 331527 CpoK roqHocTu: 03/2026
NMPOAYKTA: .
BIX kon/ynak. MaTtepuaon: ®JIAKOH (CTEKJISIHHBIM)  data me4yartu: 18.05.2023
Crnenuduxamus 1is 79877 P510A00101+ND Kopa 3aka3uuka: 794590
NPoBeIeHUs UCbITAHUNA Ne:
IIpousBoacTBeHHast 79877 P330A00201
cnenudpuranus Ne:
Perucrpanmnonnoe IT N015956/01 Crpanuna: 4
yaoctoBepenue Ne:
Iloka3arennb

Hopwma PesyabTat Ounenka
N3Baexaemblii 00beM CooTBeTCcTByET C

Oob1iee ync10 a3poOHBIX 0aKTEpUid, IPOKKEBbIX H
IJIeCHeBbIX TPUOOB (CyMMapHO)
<= 100 KOE/mn 0 C

Staphylococcus aureus
OrcyrtcrBue B 1 M OrtcyTcTBYET C

Pseudomonas aeruginosa
OtcyrctBre B 1 Mt OtcyTcTBYET C

Pasmep BoinyienHoi cepuu (en.): 51482 - nomep Hopmartushoii noxkymentanuu: [T N015956/01

Ouenka: CooTBeTCTBYET.

CeprudukainoHHOE 3asIBICHAE:

HacTrosimmm noaTBep:xkaalo, YT0 Bee ITANBI NIPOU3BOACTBA 3TOM CepHH rOTOBOH NPOAYKIUH ObLITH BHINOJTHEHbI
B MOJHOM co0TBeTcTBUM ¢ TpeOoBanusiMu GMP EC n tpeGoBanusimn PermcTpanuoHHOro yaocToBepeHHs
CTPaHbI HA3HAYCHHS.

Istituto De Angeli S.r.1.

VYOoJIHOMOYEHHOE VIOJTHOMOYEHHOE JIHLIO
JIUIIO: <IIOAIIUCH>
Hara: Dr.ssa Paola Giori
18.05.2023
O630p cepuu (0TaET (hapMaIEBTHYECCKOTO BBIYCKa): Dr. Rogai Alessio Jara: 18.05.2023

skskokoskosk KOHeH oTueTa skoskokoskosk
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Perucrpannonnoe ymocroBeperne Ne: aM-81/2020 ot 13/12/2022
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NPUJTOXKEHUE K CEPTU®PUKATY AHAJIU3A (conpoBoguTe/ibHOE MUCHMO)

Hazpanwme mpoaykra: JIA3OJIBAH® PUHO

Howmep cepuu: 331527A

GMID: 794590

Hara mpomsBogctsa: 14.04.2023

Iara ucredenus cpoka roguoctu: 03/2026

Howmep Peructpammonnoro ynocroBepenus B Poccun: N015956/01

A®U (nanmenoBanne ADU, Ha3zBaHUE U aApec MPOU3BOJCTBEHHOHN TUTOMAIKH):

TpamazonuHa rUAPOXIOPUL

bepunrep Narenpxaiim @apma ['M6X u Ko KI'
Binger St. 173

D-55216 Ingelheim

MapkupoBka B TIOJTHOM COOTBETCTBHM C TIOCIETHEW OJOOpEeHHOW BepcHell MaKeTOB YIaKOBOYHBIX
MaTepualioB U MHCTPYKIUHU MO0 MEIUIMHCKOMY MPUMEHEHHUIO. YTIAKOBKa B MOJHOM COOTBETCTBHUM CO
cnerdukanuein HopmaTuBHOW JOKyMEHTallMd W IiepeMEHHas uHGpopMaIMs pacIojioKeHa B
COOTBETCTBYIOIIUX OJISX.

HacrosmuM s1 moATBepKaar0, 9TO JaHHAs cepus Oblja MpOBEpeHa MO BCEM IIOKAa3aTelsiM KauecTBa,
0003Ha4YeHHBIM B crienupukanmu HopMaTuBHOIM TOKyMeHTaIiu (KpOME TECTOB, KOTOPBIE HE ITPOBOIATCS
Ha 3aBOJIe, TAKHME KaK aHOMallbHAsl TOKCUYHOCTh, & TAK)XKE TECThI, KOHTPOJIHPYEMEBIE ITEPHOINIECKH).

Honmuce/nara: 18.05.2023 Istituto De Angeli S.r.l.
VII0JTHOMOYECHHOE JIMIIO
WNwms: Dr. Paola Giori <IIOJIHCH>
Dr. ssa Paola Giori
18.05.2023

JomxHocTs: ynomHoMoueHHoe nmnio MuactutyTo ne Anrenu C.p.a



