SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HasansHbie 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUIW KOO NMPORYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55027
MANUFACTURE DATE: / AATA U3rOTOBIEHWA: 01/2025 C.A/CEPTUOUKAT AHAJTU3A: 456/25
ANALYTICAL PROC. N°: / MPOTOKOJT AHAJTU3A Ne: SRAS-9WACU6.5 EXP./ CPOK rOOAHOCTHW: 12/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHUK METOOOB AHAJNU3A: Normative documentation / HopmaTtushas
AokymeHTaums F1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOL NPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAUMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHLIMWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumertasonuna rugpoxnopua, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOOUTENA ®APMALEEBTUHECKOW CYBCTAHLUU:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOU CYBCTAHLUWN NPON3BOAUTENA
Mod: 24080086

APl MANUFACTURER NAME / 5
HAMMEHOBAHWE NPON3BOANTENA ®APMALIEBTUYECKOWU CYBCTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /
3urcdpua PapmaXemukanueH MuHgeH MoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAWUTENA PAPMALIEBTUMECKOW CYBECTAHUWUMU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundunkauum PezynbTarbl
Description/ Onucaxue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3payHbii Complies / CooTBeTCTBYET
UNu noYTM nNPO3payHbLI pacTBOp OT [04YTU
becugeTHoro ao cnabo-xenToro ueeta.

Identity/ MoonuHHoOCTL Retention time of the main peak in the | Complies/ CooTBetctByeT
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. /
Bpems  ydepwuvBaHMs  OCHOBHOrO nNWka Ha
XpomaTtorpamMme WCMbITYEMOro pacTBopa LOSIKHO
COOTBETCTBOBATb BpeMeHU yaepxuvBaHus
OCHOBHOTO NUKa Ha XpomartorpaMme CTaH4aPTHOTO
pacteopa OKCUMETa30MnHa rnapoxnopvaa,
nony4YeHHo Npu KONMYECTBEHHOM ONpeaeneHun.

Benzalkonium chloride / BevzankoHus Retention time of the main peak in the Complies / CooTBeTcTBYET
xnopwva, 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
yAepXuBaHUs OCHOBHOTO NKa Ha XpoMaTtorpamve
UCNbITYEMOrO pacTBopa AOMKHO COOTBETCTBOBATh
BpEeMEHN YAEepXKMBaAHWS OCHOBHOFO MuKa Ha
XpomaTtorpamme CTaHAapTHOrO pacteopa
OeHzankoHus  xnopuaa,  MONyYeHHOW  Mpwn
KOMUYEeCTBEHHOM ONpeaeneHuu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A TOTOBOIO NMPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KOA NPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 55027

MANUFACTURE DATE: / JATA N3rOTOBINEHWA: 01/2025

C.A /| CEPTUDUKAT AHAITU3A: 456/25

ANALYTICAL PROC. N°: / NPOTOKOJ1 AHAITU3A Ne: SRAS-9WACUB.5

EXP./ CPOK TOOHOCTW: 12/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHWUK METOOOB AHAINM3A: Normative documentation / HopmaTtueHas

aokymeHTaums M NQ12964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHMUWA KOL NPOQYKTA KIMEHTA: 81775839

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxsniopua, MHH: OkcumertasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOOAUTENA ®APMALEEBTUYECKOW CYBCTAHLINK:

24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBCTAHLUUN NPOU3BOAUTENA

rMo: 24080086

APl MANUFACTURER NAME /

HAWMEHOBAHWE NPOU3BOAUTENSA ®APMALEEBTUYECKOW CYBCTAHLUMWMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanueH MungeH F'meX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHUMU: Germany / Fepmanus

TESTS
MokaszaTtenu

SPECIFICATIONS
Cneundukauumn

RESULTS
PesynbTatbl

Clarity / Mpospa4HocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenapata He AOMXHa npeebilwaTh
onanecueHUMI0 3TanoHa cpaBHeHus |/Boabl
OYULLEHHON.

Complies / CooTBeTcTByeT

Color / LiBeTHOCTbL

The product should be colorless or be comparable
to reference solution Yz. / Mpenapat gomnxex ObITb
6ecuBeTHbIM MNKU BblaepXuBaTb CpaBHeHWe C
aTanoHom Y7.

Complies / CooTtBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHas
nnotHocTh (d 20/20)

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

1.008

pH

From55t06.5/01551006,5

6.0

Osmolality / OcmonsnbHOCTb

From 270 to 330 mOsmol/kg / Ot 270 go 330

mOcmMonb/Kr

285 mOsmol/kg

Related substances / PoactBeHHbIe npumecu

Impurity A (hydrolysis product) / Mpumecs A
(npoayxT rmaponnsa)
Impurity ZP-1/ Npumecs ZP-1

Individual unidentified impurity / EguHunyHasn
HenaeHTUdVLUMpoBaHHas NpUMech

Total impurities/ Cymma npumecen

Not more than 0.5 % / He 6onee 0,5 %
Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.1 % / He 6onee 0,1 %

Not more than 1.2 % / He 6onee 1,2 %

<LD

<LD

<LD

<LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATNIM3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HazauBuH® kannu Ha3asnbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOL, MPOOYKTA: 704532

BATCH Ne / MAPTUA Ne /: 55027

MANUFACTURE DATE: / JATA N3rOTOBJEHWA: 01/2025

C.A /| CEPTUOUKAT AHAIIN3A: 456/25

ANALYTICAL PROC. N°: / TPOTOKON AHANMU3A Ne: SRAS-9WACUB.5

EXP./ CPOK TOOHOCTWU: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIU NCTOYHUK METOQOB AHAJIU3A: Normative documentation / HopmaTtushas

AokymeHTauna M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL, MPOOYKTA KIUEHTA: 81775839

AP| NAME, INN / HAUMEHOBAHWE ®APMALIEBTUMECKOW CYECTAHLWW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopug, MHH: OkcumeTtazonuu

API MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOOUTENA ®APMALEBTUYECKOW CYBCTAHLIUU:

24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUMECKOW CYECTAHLIUN MPOU3BOAUTENSA

rNo: 24080086

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLMWMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpung PapmaXemvkanumed MungeH M6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENS ®APMALEEBTUYMECKOW CYBECTAHLWUMU: Germany / lepmaHust

TESTS SPECIFICATIONS RESULTS
Mokazatenn Cneuudunkauum PesynbTtarthbl
Assay / KonuyecTtBeHHOe onpeaeneHue
Oxymetazoline hydrochloride / OkcumeTasonuxa From 475 to 525 pyg/mL of oxymetazoline 504
rmapoxnopua, hydrochloride/ Ot 475 po 525 mkr/mn
OKCHMMETA30NMHa rmapoxnopuaa.
Benzalkonium chloride / BeHsankoHus xnopua From 45 to 55 pyg/mL of benzalkonium chloride/ Ot 48
45 po 55 mkr/mn GeHsankoHus xnopuaa
Microbial purity / Mukpo6uonoruueckas
yucrorta
Total aerobic microbial count (TAMC) / O6wee Not more than 10° CFU / ml /
4Yncno aspobHbix HakTepuii He Gonee 10> KOE/mn <1 UFC/ml
Total combined yeast and molds count (TYMC) / Not more than 10" CEU /ml /
Obuee YnCcno ApPOoXOKEBbLIX U NNECHEBbIX IPUGOB He Gonee 101 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTeue B 1 mn Absent/ml|
Staphylococcus aureus Absence in 1 ml/ OrcytctBre B 1 Mn
Absent/ml

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 npenapata Bo ¢onakoH TEMHOrO
CTeKna ¢ HaBUHYMBAEMON NONUNPONUITEHOBOK
KPbILLKOWN CO BCTPOEHHOM NUMNETKOW U3 CTekna tmna
3 (EBp. ®.) u 6pombyTUNKayuyKa.
Mo 1 dponakoHy € UHCTPYKUMEN NO NPUMEHEHMIO B
NayKy KapTOHHY!O.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A TOTOBOTIO NMPOAYKTA

(PRODUCT / NMPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NMPOOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55027
MANUFACTURE DATE: / JATA N3rOTOBNEHWUA: 01/2025 C.A/ CEPTUOUKAT AHAJIU3A: 456/25
ANALYTICAL PROC. N°: / TPOTOKOI AHAINU3A Ne: SRAS-9WACU6.5 EXP./ CPOK TrOAHOCTW: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIU UICTOYHUK METOOOB AHAJIM3A: Normative documentation / Hopmatusnas
aokymeHTaumsa M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA, NPOAYKTA KIUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUWUE ®APMALIEBTUYECKOW CYECTAHLINN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuuHa rugpoxnopua, MHH: OkcumeTtaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBECTAHLWK:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALEEBTUYECKOW CYBCTAHL WY NPOU3BOAUTENSA
rNd: 24080086

API MANUFACTURER NAME / .
HAMMEHOBAHWE NPON3BOANTENA ®APMALIEBTUMECKOW CYBCTAHLUW: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanueH Munaed MmeX

COUNTRY OF MANUFACTURE OF THE API/ 3
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKOU CYBCTAHUWN: Germany / Fepmanust

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneundukaummu PesynbTathl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTtBeTcTBYET

COOTBETCTBUM C HOPMATUBHOA AOKYMEHTAUVEN.

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temneparype He Bbilwe 25°C.

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

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBETCTBYET TPEbOBaHUAM H/

BATCH REMARKS / NpumeuaHue ansa cepun:

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. / JaHHbIM CBMAETENLCTBYIO, YTO AAHHAS MApPTUS NpPOBEepeHa B
COOTBETCTBAM C paspelleHWeM Ha MapkeTUHr u EBponeiickuM pyKOBOACTBOM NO Hagfexalleid npou3BOACTBEHHOWN
npakTuke AN NeKapcTBEHHbIX NPOAYKTOB.

2

ANALIST / AHanuTuk:
DECISION / 3aknioueHue: /—\-%\/\.U\MCQ
atfo]

Soénia Chainho

DATE :
M. Inés Ribeiro ATE / flata
QUALIFIED PERSON / OTBeTCTBEHHOE NWLIO:
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