SOFARIMEX

INQUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANMU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOL NPOLAYKTA: 704531 BATCH Ne / MAPTUA Ne /. 55816
MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 07/2025 C.A | CEPTU®UKAT AHATNTU3A: 3451/25
ANALYTICAL PROC. N°: / MTPOTOKOIT AHAINU3A Ne: SRAS-9WACRV.3 EXP./ CPOK rOAHOCTMW: 06/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIUM UICTOYHUK METOAOB AHAIWN3A: Normative documentation / HopmaTtusHas
AokymeHTauns N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NMPOOYKTA KITMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTasonuh:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUUN NPOU3BOAUTENA ®APMALIEEBTUYECKOWN CYBCTAHUWMK:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYECTAHLUMMW NPOU3BOAUTENA
Mo: 25040210

APl MANUFACTURER NAME / .
HAMMEHOBAHUWE NPOU3BOOUTENA ®APMALIEBTUHECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /

3urdpung apmaXemukanueH MunHaeH M'moX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHUWWU: Germany / FepmaHnus

TESTS SPECIFICATIONS RESULTS
MNokasartenu Cneumndukaumm Pesynbtarsi
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3payHbii | Complies / CooTBeTcTyeT
WNKW  NOYTU NpO3padHbIl  pacTBOp OT NOYTU
6ecuBeTHoro Ao cnabo-xenToro UgeTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTCTBYET
Bpemsa yaepXwWBaHMsi OCHOBHOFO MuKa Ha
XpomaTtorpaMmmMe UCNbITYeMOro pacTeopa A0MXKHO
COOTBETCTBOBATH BpeMeHu yAepXuBaHus

OCHOBHOIO nuka Ha XpomaTtorpamme
CTaHAapTHOTO pacTeopa OKCUMETAa30M1Ha
rMgpoxsiopvaa, nony4YeHHon npu

Konn4yecTBeHHOM onpeneneHnn.

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/ CooTteBetcTayeT
YAEPKUBaHWS1 OCHOBHOIO MUKa Ha XpoMartorpamMmme
MCMbITYEMOTO pacTBoOpa AO0MKHO COOTBETCTBOBATL
BPEMEHN yOEPKMBAHUS OCHOBHOTO MuKa Ha
XpomaTtorpamme CcTaHaapTHoro pacTeopa
HeH3ankoHus xnopnaa, nony4yeHHomn npwu
KONMUYECTBEHHOM onpeaeneHuu.

Clarity / MpospayHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus | Complies / CooTeeTcTBYET
npenapara He AorKHa npeebIWaThb
onanecuUeHUMio dTanoHa cpaBHeHus l/Boabl
OYNLLEHHOW.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, SA.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBnH® kannu HasanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOO NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 55816

MANUFACTURE DATE: / OATA W3TOTOBNEHUA: 07/2025

C.A/ CEPTU®UKAT AHATIU3A: 3451/25

ANALYTICAL PROC. N°: / MPOTOKOI AHANWU3A Ne: SRAS-9WACRV.3

EXP. / CPOK TOAQHOCTW: 06/2028

ANALYTICAL REFERENCE / PEOEPEHTHbIW UCTOYHUK METOAOB AHAJIU3A: Normative documentation ! HopmatueHasn

nokymenTauns [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJl MPOAYKTA KIMEHTA: 81775838

API NAME, INN / HAMMEHOBAHME ®APMALIEBTUMECKOW CYBCTAHLIUMKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuxa ruapoxnopua, MHH: OkcumeTazonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENSA ®APMALIEBTUYECKOM CYBCTAHLIUN:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALEEBTUYECKOW CYBCTAHLIUM NPOU3BOAUTENA

rNo: 25040210

AP| MANUFACTURER NAME /

HAUMEHOBAHME MPOU3BOAUTENA ®APMALIEEBTUYECKOW CYBECTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /

3urchpua PapmaXemukanver MunaeH M'meXx

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOOUTENA ®APMALIEBTUYECKOW CYBECTAHUWM: Germany / Fepmanuns

TESTS
MokaszaTtenu

SPECIFICATIONS
Cneumcuxaummn

RESULTS
PesynbTatbl

Color / UBeTHOCTb

The product should be colorless or be comparable
to reference solution Yz. / MpenapaT gonxeH OblTb
HecuBEeTHbIM WM BbIGEPXMBATL CpaBHEHWe C
3TanoHom Y7.

Complies / CooTtseTcTtByeT

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1.007
nnoTHocTb (d 20/20)
pH From 5.5t06.5/0715,5 p0 6,5 5.9
Osmolality / OcmonaneLHOCTL From 270 to 330 mOsmol/kg / Ot 270 po 330 283

mOcmonb/Kr
Relative impurities / PoacteeHHble npuvecu
Impurity A (hydrolysis product) / lNpnumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoAyxT rMaponusa)
Impurity ZP-1 / MNpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EguHnyHas Not more than 0.1 % / He 6onee 0,1 % <LD
HeuaeHTUUUMPOBaHHANA NpUMeCh
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonnuectBeHHoe onpegeneHue 2457
Oxymetazoline hydrochloride / From 237.5 to 262.5 ug/mL of oxymetazoline
OkcumeTasonnHa ruapoxropua hydrochloride/ Ot 237,5 ao 262,5 mxr/mn

OKCUMETAa30/IMHa FMapoXnopuaa.

47

Benzalkonium chloride / BeH3ankoHus xnopug,

From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 no 55 mkr/mn 6eH3ankoHus xnopuga
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANN3A rOTOBOIO NMPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3nBuH® kannu HasanbHblie 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUM KOJ MPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /. 55816
MANUFACTURE DATE: / OATA U3rOTOBIEHUA: 07/2025 C.A /| CEPTUGUKAT AHATIU3A: 3451/25
ANALYTICAL PROC. N°: / TPOTOKOJ1 AHAITU3A Ne: SRAS-9WACRV.3 EXP. / CPOK FrOAHOCTMW: 06/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOOOB AHAINN3A: Normative documentation / HopmaTueHas
aokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA, NPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUHECKOW CYBCTAHUWMN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OxcumeTasonuua ruppoxnopug, MHH: OkcumeTtasonun:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPON3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIUU:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLUN NPOU3BOAUTENA
Mo: 25040210

APl MANUFACTURER NAME / .
HAUMEHOBAHMUE NPOU3BOOAVUTENA ®APMALIEBTUYECKOW CYBCTAHLWMU: Siegfried PharmaChemikalien Minden GmbH /

3urgppua PapmaXemukanneH MuHaeH M'm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENA ®APMALEBTUYECKOU CYECTAHUUW: Germany / epmaHus

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuundukaumm PeaynbraTthbl

Microbial purity / Mukpo6uonoruyeckas
yncroTa

Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml / <1 CFU/ml
O6wee yncno aapobHbix BakTepui He 6onee 102 KOE/mn

Total combined yeast and molds count (TYMC)/ Not more than 10" CEU /ml / <1CFU/ml
O6Luee YnCno APOXOKEBBIX U NNECHEBLIX rpuboB He Gonee 10" KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtcteve B 1 mn Absent / OtcyTcTByioT
Staphylococcus aureus Absence in 1 ml/ OtcytctBue 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 (1akoH TEMHOrO
cTeKkrna € HaBWHYMBAEMOW NONWMNPONUIEHOBON
KPbILLKOW CO BCTPOEHHOW nuneTkoit us crekna tuna | Complies / CooteeTcTyeT
3 (EBp. @.) 1 GpomByTUNKayuyKa.
Mo 1 dnakoHy C MHCTPYKLMEN No
NMPYMEHEHMIO B NaYKy KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATVBHOM
OOKyMeHTauuei. Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUM KOl NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 55816
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 07/2025 C.A /| CEPTU®UKAT AHAITU3A: 3451/25
ANALYTICAL PROC. N°: / MPOTOKON AHATNW3A Ne: SRAS-9WACRV.3 EXP. / CPOK TOAHOCTMW: 06/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIV UICTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTneHas
nokymenTauwns [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NPOAYKTA KITMEHTA: 81775838

APl NAME, INN / HAUMEHOBAHUE ®APMALEBTUYECKOW CYBCTAHLUWN, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OkcumeTaszonuHa ruapoxnopua, MHH: OkcumeTasonuH:
APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA tDAPMALIEBTVI‘-IECKOIfI CYBCTAHLMNU:

24272098
FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYBCTAHLIMM NPON3BOOUTENA

rNo: 25040210

API MANUFACTURER NAME / .
HAMMEHOBAHMUE NPOU3BOOUTENA ®APMALIEBTUMECKOW CYBECTAHLIMN: Siegfried PharmaChemikalien Minden GmbH /

3urdopua PapmaXemukanued Munger Tm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOU CYECTAHUWU: Germany / l'epmanns

TESTS SPECIFICATIONS RESULTS
MNokazaTtenu Cneuundukauun Pe3ynbTaTbl

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temnepatype He sbile 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roga (- 1 mecsiu)

REMARKS / NMpumeuaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpebosaHuam HI

BATCH REMARKS / NMpumeyaHue gns cepum:

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. / [laHHbiM CBMAETENLCTBYIO, YTO AaHHAA napTva nposepea B
COOTBETCTBMM C pa3pelleHneM Ha MapKeTMHr 1 EBpPONefcKuM pPyKOBOACTBOM MO Haanexawlel npou3BOACTBEHHOM
npakTuke ANa nekapcTBEHHbIX NPOAYKTOB.

M. Inés Ribeiro QUALIFIED PERSON / OTBETCTEEHHOG nuygo:

BNAEIST SR MATHIE DECISION / 3ammeune
Bruno Farinha DATE / Jara: 6} 2}( ‘éﬁ
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