SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTN3A TOTOBOI'O MNPOOYKTA

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

ARTICLE CODE / BHYTPEHHUI KOO, NPOAYKTA: 704532 BATCH Ne / NAPTUA Ne /: 56176
MANUFACTURE DATE: / DATA U3rOTOBNEHKNA: 10/2025 C.A | CEPTUOUKAT AHAINWUSA: 4874/25 1
ANALYTICAL PROC. N°: / TIPOTOKOJT AHANTU3A Ne: SRAS-9WACUB.5 EXP./CPOK TOOHOCTWU: 09/2028

ANALYTICAL REFERENCE / PE®EPEHTHbI NCTOYHUK METOOOB AHANWU3A: Normative documentation / HopmaTtuenas
| gokymeHTaumsa [MN012964/01-240523

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOWN CYBCTAHLMKW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumerasonuH

| CUSTOMER INTERNAL CODE / BHYTPEHHUI KOO NPOAOYKTA KIMUEHTA: 81775839 —I

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOWU3BOOUTENSA ®APMALIEBTUYECKOW CYBCTAHLNM:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOWU CYECTAHLUN MPOU3BOOUTENSA
MM®: 25040210

API MANUFACTURER NAME / 3
HAWMEHOBAHWE NPOU3BOOUTENA ®APMALIEBTUYECKOWU CYBCTAHUWMWN: Siegfried PharmaChemikalien Minden GmbH /
3urdppug Papmaxemukanmed MunageH TmoX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA MNMPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHUWWU: Germany / epmanus

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundukauum Pe3ynbTathl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3payHblii Complies / CooTeeTcTBYET
WU NOYTU MPO3payHbid  pPacTBOpP OT  MOYTH

|
|
| BecuBeTHOro Ao cnabo-XenToro LpeTa.
1
]

| Identity/ MognuHHoCTL Retention time of the main peak in the | Complies/ CooTeeTcTByeT
‘ Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTaszonuHa rugpoxsiopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema yaepxwBaHms  OCHOBHOTO nuUka  Ha
XpoMaTorpaMmMe UCnbITYEeMOro pacTBopa AOMKHO
COOTBETCTBOBATL BpEeMeHN yAepXMBaHUSA
OCHOBHOIO NVKa Ha XpomMaTorpaMMe CTaHAapTHOro
pacteopa oKkcumeTasonuHa rnapoxnopuaa,
NOSYYEHHOW NPU KONNYECTBEHHOM OMpeaeneHun.

Benzalkonium chloride / BeH3ankoHus Retention time of the main peak in the | Complies/CooTBeTtctByeT
xnopug, 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. / Bpems
YAEPXNBaHNA OCHOBHOIO NUKA Ha XpomaTorpamme
UCMBITYEMOro pacTBopa AOKHO COOTBETCTBOBATL
BPEMEHN YAEPXMBAHWS OCHOBHOMO Muka Ha
XpomaTtorpamme CTaH4apTHOro pactsopa
OeHsankoHns  xnopuga,  nNonyyYeHHow  npwu
KONMU4eCTBEHHOM ornpeaeneHnm.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATNIM3A TrOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWW KOA, MPOAYKTA: 704532

BATCH Ne / NAPTUA Ne /: 56176

MANUFACTURE DATE: / JATA U3ITOTOBIIEHUA: 10/2025

C.A | CEPTUOUKAT AHAINN3A: 4874/25

ANALYTICAL PROC. N°: / NIPOTOKON AHATIU3A Ne: SRAS-9WACU6.5

EXP./CPOK rOOHOCTH: 09/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHANWU3A: Normative documentation / HopmaTushas

AokymeHTauma M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOO NPOOYKTA KITUEHTA: 81775839

API NAME, INN / HAMUMEHOBAHWUE ®APMALIEBTUYECKOWU CYBCTAHLUMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuua rugpoxnopug, MHH: OkcumeTtaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPWU/ NPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLINMK:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYECTAHLIMM NPOU3BOAUTENA

N®: 25040210

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPON3BOOUTENSA ®APMALEBTUYECKOW CYBCTAHLIMK: Siegfried PharmaChemikalien Minden GmbH /

Burcbpug PapmaxXemukanved Munged TmbX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALIEBTUYMECKOW CYBECTAHLUKU: Germany / Mepmanus

TESTS
Mokasatenu

SPECIFICATIONS
Cneuudonkauuu

RESULTS
Pesynbrathl

Clarity / Mpos3payHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuuns
npenapata He O0ImKHa npessiWwaTh
onanecueHUWio 3TanoHa cpaBHeHus  |/Boabl
OuULLLEHHOW.

Complies / CooTteTcTBYET

Color/ LiBeTHOCTH

The product should be colorless or be comparable
to reference solution Yz. / lNpenapat gomxkeH bbiTb
OecLBEeTHbIM WKW BblAEpPXWUBaATb CpaBHEHWE C
3TanoHom Y7.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHan
nnotHocTb (d 20/20)

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

1.007

pH

From55t06.5/0155006,5

5.9

Osmolality / OcmonsnbHocTb

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

MOcmonb/Kr

279 mOsmol/kg

Related substances / PogctBeHHbIe npumMecu

Impurity A (hydrolysis product) / MNpumecb A
(npoaykT rugponnsa)
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EanHundHas
HenaeHTMhULMpOBaHHaa NpUMech

Total impurities/ Cymma npumeceit

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 %

<L.D

<LD

<LLD

<LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu Ha3anbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWIA KO NPOOYKTA: 704532

BATCH Ne / MAPTUA Ne /: 56176

MANUFACTURE DATE: / JATA N3rOTOBIEHWUA: 10/2025

C.A/CEPTUOUKAT AHAINN3A: 4874/25

ANALYTICAL PROC. N°: / NPOTOKON AHATN3A Ne: SRAS-9WACU6.5

EXP./ CPOK rOQHOCTW: 09/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIN NCTOYHMK METOAOB AHANWU3A: Normative documentation / HopmatusHas |

aokymeHTauunsa N NQ012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOL, NPOAYKTA KNMUEHTA: 81775839

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOU CYBECTAHLMNU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkeumeTtasonuHa rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOJUTENA ®APMALIEBTUMECKOW CYBCTAHLNMN:

24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOU CYECTAHLUWN NPOU3BOAUTENSA

MMo: 25040210

APl MANUFACTURER NAME /

HAMMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBECTAHLMUU: Siegfried PharmaChemikalien Minden GmbH /

3urcbpua PapmaXemmkanuneH MuHaeH TmoX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPON3BOAMTENA ®APMALEBTUYECKOW CYECTAHUWUKU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneundukaumm Pesynbratbi
_  — II
Assay / KonnyecTBeHHOE onpegeneHuve
| Oxymetazoline hydrochloride / OkcumeTasonuHa | From 475 to 525 ug/mL of oxymetazoline | 496 ua/mL
| rmapoxnopua, hydrochloride/ Ot 475 go 525 mkr/mn [ Hg/m
| OKCMMETA30MMHA rmapoxnopuaa.
[ Benzalkonium chioride / BenaankoHus xnopua From 45 to 55 pyg/mL of benzalkonium chloride/ Ot 47 ug/mL
45 go 55 mkr/mn 6eH3ankoHns xnopuaa Hg/m
Microbial purity / Mukpo6uonoruyeckas
yucrtorta
Total aerobic microbial count (TAMC) / O6tee Not more than 102 CFU/ml/
yucno aapobHbix BakTepui He Gonee 102 KOE/mn <1 UFC/ml
Total combined yeast and molds count (TYMC)/ Not more than 10" CEU /ml /
O6ee Yncno apoxcKeBbiX U NIIECHEBLIX rpUBoB He Gonee 101 KOE/mn <1 UFC/mi
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtcTeue B 1 Mn Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcyTcTBUE B 1 M
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 hnakoH TEMHOrO
CTekna ¢ HaBUHYNBaAEMOW NONUNPCONUIEHOBOW
KPbILWKOW CO BCTPOEHHON NUNETKON M3 CTekna Tuna
3 (EBp. ®.) 1 GpombyTUnKayyyka.
Mo 1 dhnakoHy C UHCTPYKLUMEN MO NPUMEHEHMIO B
NaYky KapTOHHYHO.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHANTN3A rOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HazauBuH® kannu HasanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHWIA KOL, NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 56176
MANUFACTURE DATE: / DATA U3IrOTOBNEHWUA: 10/2025 C.A / CEPTU®UKAT AHAJTN3A: 4874/25
ANALYTICAL PROC. N°: / MIPOTOKOIN AHAINKU3A Ne: SRAS-9WACUG.5 EXP./ CPOK rOAHOCTW: 09/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHWK METOOOB AHAJIU3A: Normative documentation / HopmaTusnas
_pokymeHTaums 1 NO12964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL MPOAYKTA KIUEHTA: 81775839

APl NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOWU CYBCTAHLIWUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuHa rugpoxnopug, MHH: OkcumeTrasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPU NPOU3BOAUTENA ®APMALIEBTUHMECKOWU CYBCTAHLUN:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLMK NPOU3BOAUTENSA
rMo: 25040210

AP1 MANUFACTURER NAME / 3
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLUMWWU: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemukanmer MunaeH M'mo6X

COUNTRY OF MANUFACTURE OF THE AP!/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKOWU CYBCTAHLUWWN: Germany / lepmadus

TESTS SPECIFICATIONS RESULTS
Mokaszatenn Cneuundukauum Pesynbrathl
' Labeling / MapkupoBKa According to Normative documentation. / B Complies / COOTBeTCTByeT_.
COOTBETCTBUM C HOPMATUBHON AOKYMEHTaLMen.

Storage / XpaHeHue: At temperature below 25°C. / lNpu TemnepaTtype He Bbie 25°C.

Shelf life / Cpok rogHocTk: 3 years (-1 month) / 3 roga (-1 mecsiy)

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpEeboBaHuam H

BATCH REMARKS / NMpumeuaHue 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. / JaHHbiM CBMOETENbLCTBYIO, YTO AaHHAA NapTust NPoBepeHa B
COOTBETCTBUM C pa3pelleHneM Ha MapKkeTuHr v EBponeiickum pyKOBOACTBOM MO Hagnexailel npousBoaCTBEHHON
npakTuke AN feKkapCTBEHHbIX MPOAYKTOB.

ANALIST / AHanunTuk:
DECISION / 3akniouyeHue: /]"f/l/bk) l/JZ
Sonia Chainho s e U

M. Ines Ribeiro DATE / fara: m /Ulz\) Z/( l/\/(

QUALIFIED PERSON [ OtBetcTBEHHOE NMULIO:
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