SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIM3A TOTOBOIO NPOAYKTA

PRODUCT / NPONYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KO MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45531
MANUFACTURE DATE: /| DATA U3rOTOBNEHUA: 12/2024 C.A/CEPTU®UKAT AHAINN3A: 6318/24
ANALYTICAL PROC. N°: / TPOTOKOJT AHAINU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOOHOCTMU: 11/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIY UCTOYHUK METOOOB AHAINU3A: Normative documentation / HopmatusHas
AokymeHTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOL NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUMECKOU CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopug, MHH: OkcumerazonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUY NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYECTAHLUW:
24252103

FP MANUFACTURER AP| BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBECTAHLUW NPOU3BOOUTENSA
M®: 24080086

APl MANUFACTURER NAME / :
HAUMEHOBAHWE NMPOU3BOAUTENA ®APMALIEBTUYECKOWN CYBCTAHLWMU: Siegfried PharmaChemikalien Minden GmbH /
Surgppua PapmaXemukanmen MuHaeH Ma6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOW CYECTAHLWUW: Germany / lepmaHust

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneundumkauumm Pesynbrarhi
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3pauyHbiit
MNW  NOMTWM NpPO3pauHbil  pacTBop OT MOYTK
6ecuseTHoro go cnabo-xenToro UseTa.

Complies / CooTtBercTBYET

Identity/ MoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rmgpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsa ynepxuBaHusi OCHOBHOTO nNuka Ha
XPOMATOTpamMMe MCLITYEMOro PacTBopa ACIKHO | Complies / CooTeeTCTRYET
COOTBETCTBOBATH BpeMeHM yaepXnBaHus

OCHOBHOTO nuka Ha Xpomarorpamme
cTaHaapTHOro pacTteopa oKcuMeTazonuHa
ruapoxnopuaa, NOMNYYEHHON npw

KONMU4YeCTBEeHHOM onpegeneHuu.

Benzalkonium chloride / BeH3zankoHus Retention time of the main peak in the
xnopua chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpewms
YAGPXVBAHNA OCHOBHOTO NWKa Ha Xpomartorpamme | Complies / CooTaeTcTayeT
UCMbITYEMOro pacTeopa A0MKHO COOTBETCTBOBATb
BPEMEHN YyAepXMBaHWA OCHOBHOMO NMKa Ha
XpomaTorpaMme CTaHAapTHOro pacTteopa
G6eH3ankoHuss  xrnopuaa,  MONy4YeHHOW  npu
KOSNIM4ECTBEHHOM OonpeaeneHuy.

Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuns
npernapara He DOMkHa npeBbIWaThL
onanecueHunio 3TtanoHa cpaBHeHus [/Boabl
OYNLLIEHHOW.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINTIM3A TOTOBOIO NPOAYKTA

|—PRODUCTI MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUM KO NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 45531

MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 12/2024

C.A | CEPTUOUKAT AHAJIN3A: 6318/24

ANALYTICAL PROC. N°: / TPOTOKON AHANU3A Ne: SRAS-BWACRV.2

EXP./ CPOK rOOAHOCTMW: 11/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIW UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatusHas

aokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NPOAYKTA KIUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHUWUA, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuna rugpoxnopug, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW/ NPON3BOAUTENA ®APMALIEBTUYECKON CYBCTAHUWUN:

24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOU CYECTAHLIUU NPOU3BOAUTENA

rJ1®: 24080086

APl MANUFACTURER NAME /

HAUMEHOBAHWE NMPOU3BOOUTENSA ®APMALIEBTUYECKOWN CYBECTAHLUMU: Siegfried PharmaChemikalien Minden GmbH /

Surdpug PapmaXemukanveH MunaeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MNPOU3BOAUTENSA ®APMALIEBTUYMECKOW CYECTAHLWU: Germany / Fepmanus

TESTS
Mokazartenu

SPECIFICATIONS
Cneuudukaumm

RESULTS
Pe3ynbTtathl

Color / LiBeTHOCTbL

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gonxeH 6biTb
OecUBETHbIM WNU BblAEepPXWBaTb CpPaBHEHUE C
aTanoHoMm Y.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OtHocutenbHasn

From 1.006 to 1.010/ Ot 1,006 ao 1,010

nnotHocTb (d 20/20) 1.007
pH From55t06.5/0155p0065
5.9
Osmolality / OcmonsinbHoOCTb From 270 to 330 mOsmol/lkg / Ot 270 pgo 330
MmOcmonb/Kr
285
Relative impurities / PogcTtBeHHble npuMmecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponuaa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHnynas Not more than 0.1 % / He 6onee 0,1 % <LD
HeNAEeHTUULMPOBaHHAs NPUMeECh
Total impurities/ Cymma npvmecen Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonnyecTtBeHHOE onpeneneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTasonuHa rugpoxnopug hydrochloride/ OT 237,5 o 262,5 mkr/mni 2556
OKCMMETAa30N1Ha rugpoxnopuaa. )
Benzalkonium chloride / BeHsankoHus xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 po 55 mkr/mn HeH3ankoHus xnopuaa 47
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A TOTOBOTIO NMPOAYKTA

rPRODUCTI MPOAOYKT: Nasivin Nasal Drops 0.025 % Russia / HaanBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOQYKTA: 704531 BATCH Ne / TTAPTUA Ne /: 45531
MANUFACTURE DATE: / JATA U3TOTOBNEHUA: 12/2024 C.A /| CEPTUOUKAT AHATU3A: 6318/24
ANALYTICAL PROC. N°: / TPOTOKOIN AHAJITU3A Ne: SRAS-9WACRV.2 EXP. / CPOK rOAHOCTW: 11/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOAOB AHAJNM3A: Normative documentation / HopmaTtusHas
aokymeHTaums [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO[ NMPOAYKTA KIMUEHTA: 81775838

APl NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUMECKON CYECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumetaszonuHa ruapoxnopua, MHH: OkcumertasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUY NMPON3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUU:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOWU CYBCTAHUUKW NPON3BOOUTENS
rMd: 24080086

APl MANUFACTURER NAME / 3
HAMMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUYECKOU CYBCTAHLUN: Siegfried PharmaChemikalien Minden GmbH /
3urcdbpug PapmaXemukanueH MunaeH M'm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOOUTESIA ®APMALIEBTUMECKOWU CYECTAHLUUWU: Germany / Mlepmanus

TESTS SPECIFICATIONS RESULTS

Moka3zatenu Creuundmkauum Pe3synbTrathbl
Microbial purity / Mukpo6uonoruueckasn
yuctoTta
Total aerobic microbial count (TAMC) / Not more than 102 CFU / ml /

i <1 CFU/ml

O6wee yncno asapobHbix GakTepuit He Gonee 102 KOE/mn
Total combined yeast and malds count (TYMC)/ Not more than 10' CFU /mi/
Ob6Lee uncno ApPoXKEBbLIX W MNECHEBLIX rPUGOB <1 CFU/ml

He Gonee 101 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBre B 1 Mn

Absent / OtcyTcTBylOT
Staphylococcus aureus Absence in 1 ml/ OtcytctBue B 1 Mn

Absent / OtcyTtcTBylOT
Package / YnakoBka 10 mL in an amber glass bottle with a polypropylene

screw cap with an integrated pipette made of glass
type 3 (Eur. Ph.) and bromobutyl rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapaTta Bo ¢hfakoH TEMHOrO
CTekna C HaBMHYMBAEMOW MNOMMNPONUIIEHOBON
KPbILLKOW CO BCTPOEHHOW NUNETKOW 13 cTekna Tuna
3 (EBp. ®.) u GpombyTUNKaydyKa.

Mo 1 donakoHy ¢ MHCTPYKUMEN MO

NPUMEHEHWIO B NaYKy KAPTOHHY!O.

Complies / CooTeeTcTBYET

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHOM
JOKyMeHTauunen. Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A TOTOBOIO NPOAOYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45531
MANUFACTURE DATE: / JATA U3rOTOBINEHWA: 12/2024 C.A /| CEPTU®UNKAT AHAINUN3A: 6318/24
ANALYTICAL PROC. N°: / NPOTOKOJST AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOOQHOCTH: 11/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIN UICTOYHUK METOOOB AHANW3A: Normative documentation / HopmaTtueHast
AokymeHTauuma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUWA KO NPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUWE ®APMALEEBTUYECKOU CYBCTAHLWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumetasonuxa rugpoxnopua, MHH: OkcumeTtaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NMPON3BOAUTENA ®APMALEEBTUYECKON CYBECTAHLIUN:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOU CYBCTAHLIMN NPOU3BOOUTENA
1®d: 24080086

API MANUFACTURER NAME / )
HAUMEHOBAHUWE NPOU3BOOANTENA ®APMALIEEBTUYECKOU CYBCTAHLUU: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemukanueH MunaeH MmbX

COUNTRY OF MANUFACTURE OF THE API/ :
CTPAHA NMPOU3BOOUTENA ®APMALEBTUYECKON CYBCTAHUWW: Germany / 'epmanus

TESTS SPECIFICATIONS RESULTS
fokaszatenu Cneuudukayun Pesynbrarbl

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaTtype He Bbiwe 25°C,

Shelf life / Cpok roaHocTu: 3 years (-1 month) / 3 roaa (- 1 mecsu)

REMARKS / Npumeyanue:
The Product conforms to ND/
MpoaykT cooTeeTCTBYET TpeboBaHusim HI

BATCH REMARKS / MpumeuaHne ans cepuu: —

Hereby | certify that this lot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / [aHHbIM CBMAETENLCTBYI, YTO AaHHAA NapTua NpoBepeHa B
COOTBETCTBUM C paspelleHWeM Ha MapkeTWHr 1 EBponeickMM pykOBOACTBOM NO Haanexailen fpov3BOACTBEHHOW
npakTvke ANS NEeKapcTBEHHbIX MPOAYKTOB.

£ 5
ANALIST / AnanuTuk: DECISION / 3aknioueHue: /(/ 19l J
Debora Almeida
DATE / faTa: 7 }//Z /Zﬁz
M. Inés Ribeiro QUALIFIED PERSON / OTBE‘I'CTEEZHOE nuuo:
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