SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAIIM3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaanBuH® kannu Ha3zanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOJ NMPOAYKTA: 704531 BATCH Ne / NMAPTUA Ne /: 55698
MANUFACTURE DATE: / OATA U3rOTOBMNEHWA: 07/2025 C.A/CEPTU®UKAT AHAJ3A: 3449/25
ANALYTICAL PROC. N° / MPOTOKONM AHAJIU3A Ne: SRAS-9WACRV.3 EXP./ CPOK TOOHOCTMW: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTueHas
AokymeHTauma 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KNMUEHTA: 81775838

API NAME, INN / HAUMEHOBAHWUE ®APMALIEBTUYECKOW CYECTAHLMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPWW MPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHLWMN:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYMECKOW CYECTAHLMW NPOU3BOAUTENS
Mo: 25040210

APl MANUFACTURER NAME / 5
HAUMEHOBAHME NPOU3BOAUTENA ®APMALEEBTUYECKOWN CYBCTAHLMUMU: Siegfried PharmaChemikalien Minden GmbH /
3urcppung PapmaXemukanueH MungeH MubX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA PAPMALEBTUYECKOW CYBCTAHUWUU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuundukaumm PesynbTtathl
Description/ Onucaxue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3paunbiii | Complies / CooTeetctByeT
VAW MOMTWU  MNpO3payHblii  pacTBOp OT  MOMTW
OecuBeTHoro go cnabo-xenToro LseTa.

Identity/ MognuHHoCcTb 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/ CooTtBeTcTBYyeT
Bpems ydepxuBaHWs OCHOBHOMO nNWKa Ha
XpOMaTorpaMme UCMbITYEMOro pacTsopa A0MKHO
COOTBETCTBOBATH BPEMEHM yOEPXKUBAHUSA

OCHOBHOrO nuka Ha XpomaTorpamme
CTaHOapTHOrO  pacTBopa  OKCUMETas3ofuHa
rugpoxnopuaa, nony4yeHHoM npu

KOJTM4YEeCTBEHHOM onpeaeneHnn.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the
xnopua 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/ CooTeeTcTBYET
yAEepXMBaHUS OCHOBHOIO NKAa Ha XpomMaTorpamme
NCMNLITYEMOro pacTBOpa AOIMKHO COOTBETCTBOBATh
BPEMEHWN YOEpPXUBaAHWA OCHOBHOTO MNUWKa Ha
XxpomMaTorpamwve cTanAapTHOro pactBopa
OeH3ankoHust  xnopuaa,  NOMyYeHHoW  npu
KONUUYECTBEHHOM OnpeeneHnn.

Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuna | Complies / CooTBeTcTBYET
npenapara He BOIKHA npesbIaTh
onanecueHUMio 3TanoHa cpasHeHusa  |/Boabl
OYULLIEHHOR.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANTN3A FOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha3sanbHbte 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOJ, MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 55698

MANUFACTURE DATE: / DATA N3rOTOBNEHWUA: 07/2025

C.A /| CEPTUDOUKAT AHATIU3A: 3449/25

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

EXP. / CPOK TrOOHOCTMU: 06/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOLOB AHAINU3A: Normative documentation / HopmartusHas

aokymeHTauus [1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NMPOOYKTA KINUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopug, MHH: OkcumeTtaszonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUWN NPOU3BOAUTENA ®APMALEEBTUMECKOW CYBECTAHLIMM:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALEBTUYECKOWU CYBCTAHLUMN NPOU3BOAUTENA

rNo: 25040210

API MANUFACTURER NAME /

HAMMEHOBAHME NPOU3BOQAUTENA ®APMALIEBTUYECKOW CYBECTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /

3urdppug PapmaXemukannedH Munaed Mo X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENS ®APMALEBTUYECKOW CYECTAHUUU: Germany / Fepmanms

TESTS
MokasaTenu

SPECIFICATIONS
Cneuudomkauum

RESULTS
PesynbTtathl

Color / LiBeTtHOCTL

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gonxeH 6biTb
6eCLI,BeTHbIM nnn BbigepxueaTtb CcpasHeHne C
aTtanoHom Y7.

Complies / CooTtBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1.006
nnoTHocTb (d 20/20)
pH From55t06.5/ 0755 006,5 59
Osmolality / OcmonsinbHOCTL From 270 to 330 mOsmol/kg / Ot 270 go 330 284

mOcmonb/kr
Relative impurities / PoacTBeHHbIe npumecu
Impurity A (hydrolysis product) / NMpumecsb A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponusa)
Impurity ZP-1 / Mpumecb ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHunynasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUUUUPOBaHHAA NMPUMECH
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyecTBeHHOE onpepenexnue 2491
Oxymetazoline hydrochloride / From 237.5 to 262.5 ug/mL of oxymetazoline
OxkcumeTasonuHa rmapoxnopug hydrochioride/ Ot 237,5 po 262,5 mkr/mn

oKcUMETa3onuHa ruapoxnopuaa.

46

Benzalkonium chloride / BeHsankoHua xnopug,

From 45 to 55 uyg/mL of benzalkonium chloride/ Ot
45 po 55 mkr/mn 6eH3ankoHUAa xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANTM3A TOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOL NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 55698
MANUFACTURE DATE: / IATA N3rOTOBNEHUA: 07/2025 C.A | CEPTUD®UKAT AHATIU3A: 3449/25
ANALYTICAL PROC. N° /MTPOTOKOJ1 AHAITU3A Ne: SRAS-9WACRV.3 EXP./ CPOK rOOHOCTW: 06/2028

ANALYTICAL REFERENCE / PE®OEPEHTHbI UCTOYHUK METOOOB AHAJITU3A: Normative documentation / HopmaTtusHnas
aokymeHTauma M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOf NPOLYKTA KNMUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALEBTUYECKOWN CYECTAHLWKN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumerasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NMPON3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLUWUN:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOUW CYECTAHLMU NPOU3BOOUTENA
MMo: 25040210

APl MANUFACTURER NAME / 3
HAMMEHOBAHWE NPON3BOAUTENA ®APMALIEBTUYECKOUWN CYBCTAHLUMWMW: Siegfried PharmaChemikalien Minden GmbH /
3urdppug PapmaXemukaned MungeH TM6X

COUNTRY OF MANUFACTURE OF THE APt/ B
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKOU CYBCTAHUWWU: Germany / Mlepmanus

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneundumkaumm Pesynbratht

Microbial purity / Mukpo6uonoruueckasn
yucToTa

Total aerobic microbial count (TAMC) / I Not more than 10° CFU / ml/ <1CFU/mi
Ob6Lwee uncno asapobHbix BakTepui He Gonee 102 KOE/mn

Not more than 10’ CFU / mi / <1 CFU/ml
He 6onee 10" KOE/mn

Total combined yeast and molds count (TYMC) /
ObLLee YMCNo APOXKEBLIX U MNECHEBLIX rPUGoB

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTctBue B 1 Mn Absent / OtcyTcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcytcTBue 8 1 Mn Absent / OtcyTcTByIOT
Package / YnakoBska 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 npenapaTta Bo ¢nakoH TEMHOro
CTekna C HaBWHYMBAEMOW NONUNPONUIEHOBON
KPbILLKON CO BCTPOEHHOW NuneTKol us ctekna Tmna | Complies / CooteeTcTBYET
3 (EBp. ®.) n 6pombyTunKaydyka.
Mo 1 dnakoHy ¢ MHCTpyKLKMEl No
NPUMEHEHNIO B NaYKy KAapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUW C HOPMaTUBHOW
OOKYMeHTaumen. Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHANU3A TOTOBOIO MNMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu HasanbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHUI KOA NPOOYKTA: 704531 BATCH Ne / MAPTHA Ne /: 55698
MANUFACTURE DATE: / AATA U3rOTOBREHWA: 07/2025 C.A /| CEPTU®UKAT AHATNN3A: 3449/25
ANALYTICAL PROC. N°: / MTPOTOKON AHAJTTU3A Ne: SRAS-9WACRV.3 EXP./ CPOK rOOHOCTMU: 06/2028

ANALYTICAL REFERENCE / PEOEPEHTHbIN UICTOYHUK METOOOB AHAIU3A: Normative documentation / HopmaTtueHas
AokymeHTaumsa [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOO NPOOYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopun, MHH: OkcumeTtasonuH:

AP1 MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUMU:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOU CYBCTAHLIMWU NPOU3BOAUTENA
No: 25040210

API MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOOAUTENA ®APMALIEBTUYECKOU CYBCTAHLUMWMM: Siegfried PharmaChemikalien Minden GmbH /
3urcppug PapmaXemnkanmneH MuHaeH MmeX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOU CYBCTAHLIUWU: Germany / FepmaHuns

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundukaumm PesynbTrarthbl

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaType He Boile 25°C.

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

REMARKS / NMpumeyvaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TPpeboBaHuam HL

BATCH REMARKS / MpumeyaHue ana 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 CBWMAETENLCTBYIO, YTO AAHHas NapTus NpoBEpeHa B
COOTBETCTBAN C Pa3pelleHMEM Ha MapkeTMHr U EBpPOMENCKMM PYKOBOACTBOM MO Haanexalled Npon3BOACTBEHHOW
npakTuke 4Ns fiekapcTBeHHbIX NPOAYKTOB.

Bruno Farinha DATE / Dara:
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBeHHoe nuyo: | C:l\

ANALIST / Ananurux: DECISION / 3aknioyenwe: {]A,Q/ Af
' o4 [z
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