SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINMU3A TOTOBOIO NMNPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOJ MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 55505
MANUFACTURE DATE: / OATA U3rOTOBIEHWA: 05/2025 C.A /| CEPTU®UKAT AHAITN3A:2596/25
ANALYTICAL PROC. N°: / MPOTOKON AHAINU3A Ne: SRAS-9WACRV.3 EXP. / CPOK FrOAHOCTMW: 04/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTnsHas
AokymeHTaums [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOA NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWUE ®APMALIEBTUMECKOW CYBCTAHLIUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuna rugpoxnopug, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPON3BOAUTENA ®APMALEBTUYECKOWN CYECTAHLUK:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLMN NPOU3BOOUTENSA
MMo: 24090271

API MANUFACTURER NAME / 3
HAMMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanvued MuHger MueX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKON CYBCTAHLMKU: Germany / [epmaHus

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneuudunkauumm Pe3ynbraThl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpospaunbit | Complies / CooTseTcTByeT
WNU NOYTM Npo3padvHbli  pacTBOpP OT MOYTH
f6ecuBeTHOro Ao cnabo-XenToro useTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTcTBYET
Bpemsi ydepxvWBaHWA OCHOBHOrO MMKa Ha
XpomaTtorpamMme UCNbITYEMOro pactsopa AOJIKHO
COOTBETCTBOBATL BpemeHu yAepXmBaHus

OCHOBHOIO nuka Ha XpomaTorpamme
CTan4apTHOro pacTeopa oKCcMMeTa3onuHa
ruapoxsopvaa, nonyJYeHHol npu

KONn4ecTBeHHOM onpeaeneHun.

Benzalkonium chloride / BeHzankoHusi Retention time of the main peak in the
xnopwvg 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. / Bpema | Complies/ CooTtBetcTByeT
yAepXuUBaHWA OCHOBHOTO NUKa Ha xpomaTorpaMmmMe
MCNbITYeMOoro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHW YAEepXWMBaHWSI OCHOBHOIO nuka Ha
Xpomarorpamme CTaHAApPTHOrO pacTeopa
GeH3ankoHus  xnopuaa,  MONyYeHHOW  npu
KONMYECTBEHHOM ONpeaerneHnn.

Clarity / MpozpayHocTk The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus | Complies/ CooTBeTcTBYET
npenapata He JOIMKHA npesbIWwaTh
onanecuUeHUMio 3TanoHa cpaBHeHus |/Boapl
OUMLLEHHOW.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu HasanbHbie 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KO[, NPOAYKTA: 704531

BATCH Ne / NAPTUA Ne /: 55505

MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 05/2025

C.A | CEPTUOUKAT AHAJIN3A:2596/25

ANALYTICAL PROC. N°: / MPOTOKOIN AHATU3A Ne: SRAS-9WACRV.3

EXP./ CPOK TOOQHOCTW: 04/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHUK METOAOB AHANMWU3A: Normative documentation / HopmaTtusras

aokymenTauus [N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO MPOAYKTA KIMUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOU CYBCTAHLUMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTESA ®APMALIEBTUHECKOW CYBECTAHLINM:

24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMN ®APMALIEBTUYECKOW CYECTAHLIMX NPOU3BOAUTENA

rMa®: 24090271

APl MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOAUTENS ®APMALIEBTUYECKOW CYBECTAHLINMN: Siegfried PharmaChemikalien Minden GmbH /

3urcbpua PapmaXemukanvued MunaeH Tmb6X

COUNTRY OF MANUFACTURE OF THE API1/

CTPAHA MPOU3BOOUTENS ®APMALIEBTUYECKOW CYBCTAHLIMU: Germany / l'epmanuns

TESTS
MNokasarenu

SPECIFICATIONS
Cneuudunkaumm

RESULTS
PesynbTarbl

Color / LBeTHOCTb

The product should be colorless or be comparable
to reference solution Yz. / NMpenapat gonxeH ObiTh
fecuBeTHbIM WNU  BblAepXuBaTb CPaBHEHME C
3TanoHom Y7z.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHan From 1.006 to 1.010/ Ot 1,006 go 1,010 1.008
nnoTtHocTb (d 20/20)
pH From5.5t06.5/ 0155 006,5 5.9
Osmolality / OcmonsinbHoOCTb From 270 to 330 mOsmol/kg / OT 270 po 330 279
MOcmonb/kr
Relative impurities / PoactBeHHble npumecn
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(NpoaykT rugponusa)
Impurity ZP-1/ MNpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / Eanniunynas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUMUMPOBaHHas NpUMech
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonnyecTBeHHOe onpegeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline 250.1
OkcvmeTasonuHa ruapoxnopua hydrochtoride/ Ot 237,5 ao 262,5 mkr/mn
OKCUMETA30NUHA rngpoxnopuaa.
Benzalkonium chloride / BeHsankoHus xnopwua From 45 to 55 pug/mL of benzalkonium chloride/ Ot 48

45 po 55 mkr/mn BeHzankoHua xnopuaa
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SOFARIMEX

INDUSTRIA QUINMICA E FARMACEUTICA, 5.0,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704531 BATCH Ne / MAPTHUA Ne /. 55505
MANUFACTURE DATE: / AATA U3rOTOBITEHUA: 05/2025 C.A /| CEPTU®UKAT AHAITN3A:2596/25
ANALYTICAL PROC. N°: / MTPOTOKON AHAJTU3A Ne: SRAS-9WACRV.3 EXP./ CPOK FOAHOCTM: 04/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOAOB AHAINU3A: Normative documentation / HopmaTueHas
AokymeHTauua [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWM KOJ1 NPOAYKTA KNUEHTA: 81775838

APl NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUMECKOU CYECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTrasonuna rugpoxnopua, MHH: OkcumeTasonud:

API MANUFACTURER BATCH NUMBER / HOMEP CEPWMW NPOU3BOAUTENA ®APMALEBTUYECKOWN CYBCTAHLIUM:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLUW NPOU3BOAUTENSA
MMo: 24090271

API MANUFACTURER NAME / .
HAMMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUN: Siegfried PharmaChemikalien Minden GmbH /
3urcbpua PapmaXemukanueH MungeH MTmeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAWUTENA ®APMALEBTUYMECKOWU CYECTAHLUWKU: Germany / "'epmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundukaumm PesynbTathl

Microbial purity / MukpoGuonoruyeckas
yucrtora

Total aerobic microbial count (TAMC)/ Not more than 10° CEU /ml / <1 CFU/ml
Ob6uiee 4ncno asapobHeix HakTepuit He Gonee 102 KOE/mn

Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /mi/ <1CFU/mi
ObLee Yncno ApoXoKEBLIX U NNecHeBblx rpubos He 6onee 10' KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBue B 1 Mn Absent / OtcyrcTBytOT
Staphylococcus aureus Absence in 1 ml / Otcytcteue B 1 Mn Absent / OtcyTcTBYIOT
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 bromobuty! rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapata BO (I@KOH TEMHOro
cTeknia C HaBMHYMBAEMOW TONUNPONUIEHOBON
KPbILLKOW CO BCTPOEHHOI nuneTkon us ctekna tuna | Complies / CootseTcTByeT
3 (EBp. ®.) n 6pombyTunkay4yka.
Mo 1 cbnakoHy C MHCTPYKLMEN No
NPUMEHEHWNIO B NAYKy KApTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B

COOTBETCTBUM C HOPMAaTUBHOM
JOKyMeHTauuen. Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUI KOR, NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 55505
MANUFACTURE DATE: / DATA U3FOTOBNEHWA: 05/2025 C.A | CEPTUOUKAT AHAIN3A:2596/25
ANALYTICAL PROC. N° / MTPOTOKOIN AHANN3A Ne: SRAS-OWACRV.3 EXP. /! CPOK TOQHOCTMW: 04/2028

ANALYTICAL REFERENCE / PE®EPEHTHBIN UCTOYHUK METOOOB AHAIU3A: Normative documentation / HopmatusHas
pokymerTauva 11 N012864/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOO NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumetaszonubua ruapoxnopua, MHH: OkcumeTtazonuH: .

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUY NPOU3BOOUTENA ®APMALIEEBTUYMECKOW CYBCTAHLIN:
24252103

FP MANUFACTURER AP| BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYBCTAHLUWKU NPOU3BOOUTENA
Nd: 24090271

API MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOOUTENA ®APMALIEBTUYECKON CYECTAHUMM: Siegfried PharmaChemikalien Minden GmbH /
3urcppug GapmaXemukanweH Munaed M'm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOANTENA ®PAPMALIEEBTUMECKOW CYBCTAHLIMN: Germany / lepmaus

TESTS SPECIFICATIONS RESULTS
Moka3aTtenu Cneuunduxauumn Pesynbrarhl

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

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

REMARKS / Npumeyvanwe:
The Product conforms to ND/
MpoaykT cooTBETCTBYET TpebosaHuam HJ]

BATCH REMARKS / Mpumeyvanne ansi cepuum:

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. / [daHHbiM CBUAETENLCTBYIO, YTO AaHHAs NapTuA NpoeepeHa B
COOTBETCTBMM C pa3pelleHNeM Ha MapKeTuHr u EBponeickuM pykOBOACTBOM MO Hajnexalueli npov3soACTBEHHOM
npakTuKe ANs NekapCTBEeHHbIX NPOAYKTOB.

ANALIST / Aanutuk: DECISION / 3aknioveHue:

Bruno Farinha DATE / flata: olo
M. Inés Ribeiro QUALIFIED PERSON / OTBetcTBEHHOE NULIO:
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