SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBMH® kannu Ha3anbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOOYKTA: 704530 BATCH Ne / MTAPTUA Ne /: 55819
MANUFACTURE DATE: / BATA U3rOTOBNEHWA: 07/2025 C.A /| CEPTUOUKAT AHATTU3A: 3666/25
ANALYTICAL PROC. N°: / NIPOTOKOJT AHANU3A Ne: SRAS-9WACNM.6 EXP./ CPOK TrOQHOCTW: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UICTOYHUK METOOOB AHAJTU3A: Normative documentation / HopmatusHas |

AokymeHTauma M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOf NPOAYKTA KNUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOU CYBCTAHLUMN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuua rugpoxnopua, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPON3BOAWUTENA ®APMALEBTUYECKOU CYECTAHLUWUN:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBECTAHLIUU NPON3BOOUTENA
Mo: 25040210

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOOAUTENA ®APMALIEBTUYMECKOWU CYBCTAHLMM: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanved MuHgeH TmbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOOUTENA ®PAPMALEBTUYECKOU CYBCTAHLMN: Germany / Fl'epmaHus

TESTS SPECIFICATIONS RESULTS
Moka3aTtenu Cneundonkaumm PezynbraTthbl

Description/ OnucaHune Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpo3payHbii
WAN  NOYTW NpOo3payHblii  pacTBOp OT  NOYTK
6ecueTHOro 4o cnabo-xenToro UBeTa.

Complies /
CootBeTcTBYET

Identity / MoanuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / 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. /
Bpemssi  yaepxuMBaHWS  OCHOBHOrO nuka Ha )
XxpomaTorpaMMme WCMbITyeMOro pacTeopa ACIXKHO Complies /

COOTBETCTBOBATH BpEMEHN yAepK1uBaHms Cootsetcrayet
OCHOBHOFO MUKa Ha xpomartorpamMme CTaHAapTHOro
pacteopa oKkcMmeTasonuHa rMapoxnopuaa,
NONY4EHHOW NPU KONMYECTBEHHOM ONPeaeneHnn.

Retention time of the main peak in the
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
yaepXXuBaHus OCHOBHOTO nuka Ha
XpoMaTorpamme UCTbITYEMOro pacTBopa LOMXKHO
COOTBETCTBOBATL BpEeMeHU yAEPKNBaHMA
OCHOBHOIO nvka Ha Xpomartorpamme
cTaHaapTHOro pactsopa beH3ankoHus xnopuaa,
NOMNy4YeHHOW Npu KONUYECTBEHHOM OMpeaeneHun.

Benzalkonium chloride / BeH3ankoHus
xropua

Complies /
CootBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIU3A TOTOBOIO NMPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HasanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOA MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 55819
MANUFACTURE DATE: /| AATA U3rOTOBNEHUA: 07/2025 C.A /| CEPTUDUKAT AHAJTU3A: 3666/25
ANALYTICAL PROC. N°: / TIPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK rOAHOCTM: 06/2028

ANALYTICAL REFERENCE / PEQEPEHTHbLIM UCTOYHUK METOOOB AHANWU3A: Normative documentation / HopmaTtuenas
aokymentauma [N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KOl MPOAYKTA KITMEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOUW CYBCTAHLIUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: Okcumerasonux

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWX NPOWU3BOAUTENA ®APMALEBTUYECKOWU CYBCTAHLIUN:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOWU CYECTAHLUM NPOU3BOAUTENSA
Mao: 25040210

APl MANUFACTURER NAME / 3
HAMMEHOBAHUWE NPOU3BOOUTENA PAPMALEBTUYECKOU CYBCTAHLMWMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpng PapmaXemukanned MungeH Mo X

COUNTRY OF MANUFACTURE OF THE API/ :
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKOWU CYBCTAHUWU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokaszarenu Cneundukauum Pesynbrathl
Clarity / Mpo3spauHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuuns
npenaparta He AOMKHA npesbiWaTh Complies /
onanecueHUMi0 atanoHa cpaBHeHus |/Boapl CootBeTcTBYET
OMULLEHHOMW.
Color/ LiBeTHOCTE The product should be colorless or be comparable
to reference solution Y7. / MNpenapat gomkeH 6biTb c lies /
fGecuBeTHbIM UMW BbIAEPXUBATL CPaBHEHWE C omplies
CooTBeTCTBYET
3TanoHom Y7.
Relative density (d 20/20) / OTHocutenbHas From 1.006 to 1.010/ O1 1,006 ao 1,010
nnoTtHocTb (d 20/20) 1,008
pH From5.5t06.5/075,5006,5
59
Osmolality / OcmonsnbHOCTb From 270 to 330 mOsmol/kg / Ot 270 pno 330
MOcMonb/Kr 281
Relative impurities / PoactBeHHble npumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(mpogykT rugponmsa)
Impurity ZP-1 / NMpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % 0.04%
Individual unidentified impurity / EauHnuHas Not more than 0.1 % / He 6onee 0,1 %
HenaeHTNHOUUMPOBaHHASA NPUMECH <0.1%
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 %
0,04%
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJTIN3A TOTOBOI O NMPOOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HazanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOA, MPOQYKTA: 704530 BATCH Ne / NTAPTUA Ne /: 55819
MANUFACTURE DATE: / BATA U3rOTOBMEHWA: 07/2025 C.A /| CEPTUDUKAT AHAJIU3A: 3666/25
ANALYTICAL PROC. N°: / NTIPOTOKON AHAIU3A Ne: SRAS-9WACNM.6 EXP./ CPOK rOOQHOCTW: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIU MICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatusHas
AokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOL, MPOAYKTA KIMEHTA: 81775837

AP| NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetasonuHa rugpoxnopug, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUWN NPOU3BOAOUTENA ®APMALIEBTUMECKON CYBCTAHLUWN:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOU CYECTAHLIMM MPOU3BOAUTENA
MMo: 25040210

APl MANUFACTURER NAME / 3
HAMMEHOBAHUE NPOU3BOOUTENA ®APMALEBTUYECKOU CYBCTAHUMUMU: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemukanued MungeH MmbX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPON3BOOUTENA ®APMALIEBTUMECKOU CYBCTAHUWMU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokazartenu Cneundpukauum Pe3ynbTarhl
Assay / KonnyectBeHHOe onpegeneHue
Oxymetazoline hydrochloride / From 92.5 to 105 pg/mL of oxymetazoline
OxkcumeTasonuHa ruapoxniopus hydrochloride/ Ot 92,5 ao 105 mxr/mn
OKCUMETAa30muHa rmapoxnopuaa. 99,7
Benzalkonium chioride / BeH3ankoHust X10PUZ, From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 no 55 mkr/mn 6eH3ankoHUa xnopuaa T
Microbial purity / Mukpo6uonorudeckas
yucrToTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU / mi /
O6wee uncno aspobHbix bakTepuin He Bonee 102 KOE/Mn <1 UFC/mi
Total combined yeast and molds count Not more than 101 CFU/ml/
(TYMC) / ObLuee 4ncno apoxoKeBLIX W 1
AAECHEBbIX rPUGOB He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtctBue B 1 mn
Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytctBre B 1 Mmn Absent/ml

3/5
IMP.4.14




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3auBuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KOQ NPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 55819
MANUFACTURE DATE: / 1ATA M3rOTOBNEHUA: 07/2025 C.A/ CEPTUOUKAT AHATTU3A: 3666/25
ANALYTICAL PROC. N°: / NPOTOKON AHAJTN3A Ne: SRAS-9WACNM.6 EXP./ CPOK TOOHOCTW: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHNK METOOOB AHAMWU3A: Normative documentation / HopmaTusHas
AokymerTtaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOQ NMPOAYKTA KITUEHTA: 81775837

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOU CYBCTAHLMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopug, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEP NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLIUK:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUY ®APMALIEBTUYECKOU CYECTAHUUU NPOU3BOAUTENA
CNo: 25040210

APl MANUFACTURER NAME / }
HAMMEHOBAHUE NPOU3BOANTENA ®APMALIEBTUYECKOW CYBCTAHLIUW: Siegfried PharmaChemikalien Minden GmbH /
3urcppna PapmaXemukanuer MungeH T'mo6X

COUNTRY OF MANUFACTURE OF THE API/ 5
[ CTPAHA NPON3BOAUTENA ®PAPMALIEBTUMECKOWU CYBCTAHUWUW: Germany / Fepmanns

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundukauum Pesyneratbl

5 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 5 mn npenapaTta BO (nakoH TEMHOro
CTékna C HaBWHYMBAEMOW MNONMMNPONUNEeHOBON Complies /
KPbILIKOW CO BCTPOEHHOW NUMETKON M3 cTekna Tuna CooTtBeTcTBYET
3 (Eep. ®.) n 6pomByTnnkayudyka.
Mo 1 dnakoHy ¢ nHCTpyKUMen no
MPUMEHEHMIO B NaYKy KApTOHHY!IO.

Package / YnakoBka

Labeling / Mapkuposka According to Normative documentation. / B ]
COOTBETCTBUAU C HOPMATUBHONM Complies /
JOKyMeHTaLmen. CootsetcrayeT

Storage / XpaHeHue: At temperature below 25°C. / MNpu TemnepaType He Bbiwe 25°C.

Shelf life / Cpok rogHocTti: 3 years (-1 month) / 3 roga (-1 mecsiu)

REMARKS / NMpumeyvaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpebOBaHMAM HI
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIN3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HazanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUI KOO NPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 55819
MANUFACTURE DATE: / AATA U3rOTOBNERWUA: 07/2025 C.A |/ CEPTUDUKAT AHAJIU3A: 3666/25
ANALYTICAL PROC. N°: / TPOTOKOJT AHAINU3A Ne: SRAS-9WACNM.6 EXP./ CPOK TrOQHOCTMW: 06/2028

ANALYTICAL REFERENCE / PE®QEPEHTHbIN UICTOYHUK METOOOB AHAJTU3A: Normative documentation / HopmaTusHas
AokymeHTauuna M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOO NPOAYKTA KNMUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuna rugpoxnopug, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM MPOU3BOAWUTENA ®APMALIEBTUYECKOW CYECTAHLUMK:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ©®APMALIEEBTUYECKOW CYECTAHLUWX NMPOU3BOAUTENSA
IN®d: 25040210

API MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUYMECKOWU CYBCTAHUMWUM: Siegfried PharmaChemikalien Minden GmbH /
3urppua PapmaXemukanuer MunageH M'm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOOAUTENA PAPMALEEBTUMECKOWU CYECTAHLUN: Germany / l'epmaHus

BATCH REMARKS / NpumeyaHue ansa 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 CBMAETENLCTBYIO, YTO AaHHas NapTUs NpPoOBEpeHa B
COOTBETCTBUM C paspelleHnem Ha MapkeTuHr n EBponeickvM PyKOBOACTBOM MO Hagnexallei npovu3BOACTBEHHOM
npakTuke ANs NeKkapcTBEHHbIX NPOAYKTOB.

]
ANALIST / AHanutux: Y g;/
Bruno Farinha DECISION / 3akntoueHue: gf

DATE | flata: 5o /o7 / 2
QUALIFIED PERSON / OTBeTcTBEHHOE NMUUO:

M. Ines Ribeiro
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