SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOQYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBnH® kannu HaszanbHbie 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUI KO MPOAYKTA: 704531 BATCH Ne / MTAPTUA Ne /: 55052
MANUFACTURE DATE: / ATA W3FOTOBNEHWA: 01/2025 C.A | CEPTUDOUKAT AHAJIU3A: 849/25
ANALYTICAL PROC. N°: / NIPOTOKOI AHANKAU3A Ne: SRAS-9WACRV.3 EXP./ CPOK FrOAHOCTW: 12/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIW UICTOYHUK METOOOB AHAINU3A: Normative documentation / HopmaTtusHas
aokymeHTauma NMN012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOOYKTA KITUEHTA: 81775838

APl NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuxa rugpoxnopua, MHH: OkcumeTtasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NMPOU3BOOUTENA ®APMALIEBTUMECKOW CYECTAHLIUK::
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUU MPOU3BOAUTENSA
MMo: 24080086 / 24090271

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NMPOU3BOAUTENA ®APMALIEEBTUYECKOW CYBCTAHLMNMWN: Siegfried PharmaChemikalien Minden GmbH /
3urcppug PapmaXemukanueH MusgeH TmoX

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NMPOU3BOOUTENA ®APMALIEBTUMECKOU CYECTAHLIUMWU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundukaummn PesynbTrarthl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpo3payHbii | Complies / CooTBeTcTBYET
Unu MnoYTU MPOo3payHbli  pacTBoOp OT MOMTK
6ecuseTHoro oo cnabo-xenToro Ueeta.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CootBeTcTBYET
Bpemss ydepxvBaHus OCHOBHOrO nuka Ha
XpomartorpaMme MCMbITYEMOro pacTBopa AOMKHO
COOTBETCTBOBATb BPEMEHU yAepX1UBaHUS

OCHOBHOTO nuka Ha XpomMarorpamme
CTaHJapTHOrO  pacTBopa  OKCUMETasonuHa
ruapoxnopuaa, nony4yeHHoM npu

Konu4yecTBeHHOM onpeaeneHunn.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the
xrnopua 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/ CootseTcTByeT
yAEPXUBaHUS OCHOBHOrO NUKa Ha XpoMaTorpamme
UCMbITYEMOro pacTesopa A0MKHO COOTBETCTBOBATH
BPEMEHWN YAEpXUBAHUS OCHOBHOrO nNwka Ha
Xpomarorpamme cTaHdapTHOro pacTeopa
OeHsankoHust  xnopwuaa,  NoOMyyYeHHoW  npu
KONMMYECTBEHHOM OnpeaeneHnu,

Clarity / Mpo3pa4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHums | Complies/ CooTBeTCcTBYET

npenapata He AOMKHA npeBbIWaTh
onanecueHuuo  3TanoHa cpaeBHeHus l/Boabl
OYULLIEHHOWN.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KO NPOAYKTA: 704531

BATCH Ne / NAPTUA Ne /: 55052

MANUFACTURE DATE: / IATA U3rOTOBAEHWA: 01/2025

C.A /| CEPTUDUKAT AHAJTU3A: 849/25

ANALYTICAL PROC. N°: / NPOTOKOJT AHAJTU3A Ne: SRAS-9WACRV.3

EXP./ CPOK rOAHOCTW: 12/2027

ANALYTICAL REFERENCE / PEGEPEHTHbLIW NICTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTtueHas

aokymeHTauus [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOf] NPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMMEHOBAHWE ®APMALEEBTUMECKOU CYBCTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOANTENSA ®APMALIEBTUYECKOW CYBCTAHLIUMN::

24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBCTAHUWUU NPOU3BOOUTENA

®: 24080086 / 24090271

API MANUFACTURER NAME /

HAUMEHOBAHMUE NPOU3BOOMUTENA ®APMALIEBTUYECKOI CYBCTAHLMMW: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemvkanued MuHaen MvbX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALEEBTUMECKOW CYBCTAHLIUU: Germany / FepmaHus

TESTS
MokaszaTtenu

SPECIFICATIONS
Cneuudonkaummn

RESULTS
Pesynbrarthbl

Color / LiBeTHoCThL

The product should be colorless or be comparable
to reference solution Y7. / Npenapat aonxeH 6biTe
6ecupeTHbIM UNM  BblAEPXKWBATb CpaBHEHWE C
3TanoHom Y.

Complies / CooTtBeTcTBYyET

Relative density (d 20/20) / OTHocuTensHan

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

nnoTHocTb (d 20/20) 1.008
pH From5.5t06.5/0155 0065
5.9
Osmolality / OcmonanbHocTb From 270 to 330 mOsmol/kg / Ot 270 go 330
MOcmonb/Kr
286
Relative impurities / PoactBeHHblie npumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoayKT rugponusa)
Impurity ZP-1 / MNpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EguHuyHasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTuUUMPoBaHHas NpUMech
Total impurities/ Cymma npumeceii Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonnyecTBeHHOe onpeageneHuve
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline 249.9
OxcumeTtasonuHa ruapoxnopng hydrochloride/ OT 237,5 go 262,5 mkr/mn ’
OKCUMETAa3onuHa ruapoxnopuaa.
Benzalkonium chloride / BeHsarnkoHus xnopua, From 45 to 55 ug/mL of benzalkonium chioride/ Ot 47

45 po 55 mkr/mn BeHsankoHus xnopuga
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTTU3A FOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOL NPOAYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 55052
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 01/2025 C.A/ CEPTU®UKAT AHATNN3A: 849/25
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACRV.3 EXP./ CPOK rOOHOCTHU: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOOOB AHAMNMN3A: Normative documentation / Hopmatushas
AokymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NMPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLWNN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumeTtaszonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOOAUTENA ®APMALUEBTUYECKOWN CYBCTAHUUN::
24252103

FP MANUFACTURER APi BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUMECKOU CYBCTAHUWW NPON3BOOUTENA
Mao: 24080086 / 24090271

APl MANUFACTURER NAME / 5
HAUMEHOBAHUME NMPON3BOAUTENA ®APMALEEBTUYECKOWU CYBECTAHLWUU: Siegfried PharmaChemikalien Minden GmbH /
3urgppug PapmaXemukanued MungeH MmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA ®APMALIEBTUYECKOWU CYECTAHLUWN: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
Mokaszarenu Cneuundmkauumn Pesynbrathl

Microbial purity / Mukpo6uonoruueckas
yucrora

Total aerobic microbial count (TAMC) / Not more than 10° CFU / ml / <1 CFU/ml
Obuwiee uncno aspobHbix bakTepuit He 6onee 102 KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10" CFU /ml / <1CFU/ml
ObLuee UMCno APOXIKEBLIX U MNECHEBbLIX rpubos He Gonee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtcTBre B 1 Mn Absent / OtcyTcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcyTctBue B 1 mn Absent/ OtcyTcTeytoT
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 npenaparta Bo ¢brlakoH TEMHOTO
cTekna C HaBUMHYMBAEMOW MOMWUNPONUNEHOBON
KPbILLKOW CO BCTPOEHHOW nuneTkon ns ctekna tuna | Complies / CootBeTcTBYET
3 (Esp. 9.) u BpombyTUnKayuyka.
Mo 1 donakoHy ¢ MHCTPYKLMER no
NPUMMEHERMNIO B NaYKy KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUW C HOPMATMBHOM
OOKyMEHTaLumen. Complies / CooTeeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIM3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazauBuH® kannu Ha3zanbtsie 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOR MPOOYKTA: 704531 BATCH Ne / MAPTUA Ne /: 55052
MANUFACTURE DATE: / DATA N3rOTOBAEHUA: 01/2025 C.A /| CEPTUDUKAT AHAITU3A: 849/25
ANALYTICAL PROC. N°: / NIPOTOKON AHAIMU3A Ne: SRAS-9WACRV.3 EXP./ CPOK FOOHOCTW: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAJITU3A: Normative documentation / Hopmartuehas
Aokymentaumsa [T N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KINUEHTA: 81775838

APl NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOU CYBECTAHLUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopug, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPU MPOU3BOAUTENA ®APMALIEBTUHECKOMW CYBCTAHLIUM::
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOWN CYECTAHLIUN NPOU3BOAUTENSA
TNo: 24080086 / 24090271

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENSA ®PAPMALIEBTUYECKOU CYBCTAHUWMU: Siegfried PharmaChemikalien Minden GmbH /

3urdppug PapmaxXemukanueH MuHaeHn 'moXxX

COUNTRY OF MANUFACTURE OF THE API / y
CTPAHA NPON3BOOUTENA ®PAPMALIEBTUMECKOU CYECTAHLIUMU: Germany / Flepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukauum Pe3ynbTrarthl

Storage / XpaHenwme: At temperature below 25°C. / INpw TemnepaType He Bbiwe 25°C.

Shelf life / Cpok rogHocTh: 3 years (-1 month) / 3 roga (- 1 mecsau)

REMARKS / lNpumevaHue:
The Product conforms to ND/
MpoaykT cooTReTCTBYET TpeboBaHuam H

BATCH REMARKS / NMpumeuaHune 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 CBMAETENLCTBYIO, YTO AdHHAs napTua nposepeHa B
COOTBETCTBMU C paspelleHVemM Ha MapkeTUHr U EBpPONeickMM pyKOBOACTBOM NO Hagnexaliei nponsBoACTBEHHON
npakTVMKe ANA NeKapcTBEHHbIX MPOAYKTOB.

ANALIST / AnanuTuk: DECISION / 3aknioueHue: o &(
Sénia Chainho '

DATE / flata: QCZO N
M. Ines Ribeiro QUALIFIED PERSON / OTBeTcTBeHHOE NULIO:
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