SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBMH® xannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KOO NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55026
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 01/2025 C.A/ CEPTU®UKAT AHAINUBA: 455/25
ANALYTICAL PROC. N°: / MPOTOKOJT AHAJTU3A Ne: SRAS-9WACUG.5 EXP./ CPOK rOAHOCTM: 12/2027

ANALYTICAL REFERENCE / PEGEPEHTHbIN UCTOYHUK METOZIOB AHAJIU3A: Normative documentation / HopmaTusHas
AokymenTtaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KIIMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: Okcumerasonur

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU MPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLIUK:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUMECKOWU CYECTAHLUUMU NPOU3BOAUTENS
Mo: 24080086

API MANUFACTURER NAME / .
HAUMEHOBAHMUE NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLUMN: Siegfried PharmaChemikalien Minden GmbH /
3urdopua PapmaXemukanueH MuHgeH Mr6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOW3BOAWNTENA ®APMALIEBTUYECKOWU CYBCTAHLMW: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundmkauum PesynbTaThl
Description/ Onucanue Transparent or almost transparent, from a nearly

coloress to slightly yellow solution. / MpospauHbil | Complies / CooTseTcTBYyET
WM [OYTU NpOo3paudHbLIi  pacTBoOp OT NOYTU
GecLBeTHOro Ao cnabo-XenToro Lpera.

Identity/ MognuHHOCTL Retention time of the main peak in the | Complies/ CooTtBeTcTRyeT
Oxymetazoline hydrochlioride / chromatogram of the test solution should comply
OxkcumeTasonuHa rugpoxnopun with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepxuBaHMs  OCHOBHOTO NMKa Ha
XpomaTtorpaMMe MCMbLITYEMOro pacTeopa AOMKHO
COOTBETCTBOBATbL BpEMeHN yAepXxuBaHus
OCHOBHOIO NWKa HA XpomaTorpaMmme CTaHOAPTHOMo
pacTtBopa OKCUMETa30NuHa ruapoxnopuaa,
NONy4YeHHOW NpWU KONMYECTBEHHOM OnpeeneHnu.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the | Complies/CooTseTcTByeT
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
yAepXXUBaHWUs OCHOBHOTO NMuKa Ha XpoMmaTorpamme
MCNbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEepXMBaAHWA OCHOBHOIO MNUKa Ha
XxpomaTtorpamme CTaHaapTHOro pacTeopa
GeHsankoHMa  xfopuaa,  MOSyYEHHOW  npwu
KONMYECTBEHHOM OnpeaeneHuu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KO, MPOAYKTA: 704532

BATCH Ne / NAPTUA Ne /: 55026

MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 01/2025

C.A/ CEPTU®UKAT AHATNMKU3A: 455/25

ANALYTICAL PROC. N° / MIPOTOKOJ1 AHAJIU3A Ne: SRAS-9WACU6.5

EXP. / CPOK FOQHOCTMW: 12/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOQOB AHANU3A: Normative documentation / HopmaTtueHas

pokymenTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUY KO[ NMPOAYKTA KNMEHTA: 81775839

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLWK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumeTazonuHa ruapoxnopug, MHH: OkcumeTtasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA ®APMALIEBTUHECKOWN CYBCTAHLIUM:

24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMW ®APMALIEBTUMECKOW CYECTAHLIUA NPOU3BOAWUTENA

rMao: 24080086

APl MANUFACTURER NAME /

HAMMEHOBAHUWE NMPOU3BOOUTENSA ®APMALIEBTUYECKOW CYBCTAHLINM: Siegfried PharmaChemikalien Minden GmbH /

3urcppun PapmaXemvkanueH Munpes MmbX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBCTAHLIUU: Germany / Fepmatns

TESTS
Mokasatenu

SPECIFICATIONS
Cneuudukaumm

RESULTS
PesynbTathl

Clarity / Mpo3payHOCTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenapaTta He AOMmKHa npeebiwaTh
onanecueHUMI0 aTanoHa cpaBHeHus  |/Bojbl
OYULLIEHHOW.

Complies / CooTtBeTCTBYET

Color / UBeTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / MpenapaTt gonxeH 6biTb
fecuBeTHbIM WNU BblgepXuBaTb CpaBHeHWEe C
aTanoHom Y.

Complies / CooTBeTCcTBYET

Relative density (d 20/20) / OTHocuTensHas

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

nnoTHocTs (d 20/20) 1.008
pH From 5.5t06.5/0755806,5 6.0
Osmolality / OcmonsinbHOCTb From 270 to 330 mOsmollkg / OT 270 ago 330

MOGCMOnNb/Kr 287 mOsmol/kg
Related substances / PogcTBeHHble npuMecH
Impurity A (hydrolysis product) / MNpumecs A Not more than 0.5 % / He 6onee 0,5 %
(NpoAyKT ruaponmaa) <LD
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <D
Individual unidentified impurity / EauHnunas Not more than 0.1 % / He 6onee 0,1 %
HengeHTUULMpOBaHHAas NpUMech <LD
Total impurities/ Cymma npumecen Not more than 1.2 % / He Gonee 1,2 % <D
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FTOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3anBuH® kannu Ha3anbHble 0,05% Poccusn /

ARTICLE CODE / BHYTPEHHUW KOf NPOAYKTA: 704532

BATCH Ne / TAPTUA Ne /: 55026

MANUFACTURE DATE: / OATA U3TOTOBNEHUA: 01/2025

C.A/ CEPTU®UKAT AHAIN3A: 455/25

ANALYTICAL PROC. N°: / MPOTOKOJT AHAJIU3A Ne: SRAS-9WACUS6.5

EXP./ CPOK TOAHOCTH: 12/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOB AHAJTU3A: Normative documentation / HopmatueHas

aokymeHTauuwsa M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO NPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOWU CYECTAHUWUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuna ruapoxnopug, MHH: OkcumeTasonui

APl MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOOUTENHA ®APMALIEBTUMECKOU CYBCTAHLWMU:

24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUMECKOU CYECTAHLIMU NPOU3BOAUTENS

Mo: 24080086

APl MANUFACTURER NAME /

HAMMEHOBAHMUE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUMWMU: Siegfried PharmaChemikalien Minden GmbH /

3urppua PapmaXemukanueH MuHgeH TMGX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENSA ®APMALEBTUYECKON CYECTAHLMUU: Germany / Tepmanusi

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneundpukaumum Pe3ynbTarhl
Assay / KonuyecTBeHHOE onpeaeneHune
Oxymetazoline hydrochloride / OkcumeTtasonuvHa From 475 to 525 pg/mL of oxymetazoline 501
ruapoxnopuy, hydrochloride/ OT 475 go 525 mxr/mn
OKCUMETA30NMHa rnapoxnopuaa.
Benzalkonium chloride / BeHaankoHus xnopuz From 45 to 55 pg/mL of benzalkonium chloride/ Ot 48
45 no 55 mkr/mn 6eH3ankoHus xnopuaa
Microbial purity / Mukpo6uonoruyeckas
yucrora
Total aerobic microbial count (TAMC) / Obwwee Not more than 10° CFU / ml /
yucno aspobHeix GakTepuit He 6onee 102 KOE/mn <1 UFC/ml
Total combined yeast and molds count (TYMC) / Not more than 10" CFU / ml /
O6Luee 4Yncno ApoXCKEBLIX U NNECHEBLIX rpnbos He Gonee 10" KOE/mA <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTevne B 1 mn Absent/mi
Staphylococcus aureus Absence in 1 ml/ Otcytctemne 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 TEMHOTO
cTekna ¢ HaBUHYMBaEMOM NONMNPONUNEHOBON
KPbILLKOW CO BCTPOEHHOM! NUMETKON U3 CTekna Tuna
3 (Eep. @.) v 6pombyTUNKayuyKa.
Mo 1 ¢hrakoHy ¢ UHCTPYKUMEN NO NPUMEHEHUIO B
nayky KapTOHHYIO.

Complies / CooTeeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOIO MPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3ueuH® kannu Ha3anbHble 0,05% Poccua /

ARTICLE CODE / BHYTPEHHUW KOA, MPORYKTA: 704532 BATCH Ne / NAPTUA Ne /: 55026
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 01/2025 C.A | CEPTU®UKAT AHAJIU3A: 455/25
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAJIU3A Ne: SRAS-9WACUB.5 EXP./ CPOK FrOAHOCTW: 12/2027

ANALYTICAL REFERENCE / PE®GEPEHTHbLIN UCTOYHUK METOQOB AHAJU3A: Normative documentation / HopmatvsHas
pokymenTauws M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA, NPOAYKTA KIUEHTA: 81775839

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUMECKOW CYBCTAHLIUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoxnopua, MHH: OkcumeTtasonuH

APl| MANUFACTURER BATCH NUMBER / HOMEP CEPYI NPOU3BOOUTENA ®APMALIEBTUYECKOU CYBCTAHLIUW:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPMW ®APMALIEBTUYECKOU CYBCTAHUWW NPOU3BOAUTENA
rNo: 24080086

API MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUHECKOW CYBCTAHLUMM: Siegfried PharmaChemikalien Minden GmbH /
3urchpua ®apmaXemukanmed Munaen Mmb6X

COUNTRY OF MANUFACTURE OF THE API/ .

CTPAHA NMPOU3BOOUTENS ®APMALIEBTUMECKOWN CYECTAHLIMW: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
Moka3aTenwu Cneuudumkaumm PesynbTaTthbl
Labeling / Mapxupogka According to Normative documentation. / B Comeplies / CooTtBeTCcTBYET
COOTBETCTBUU C HOPMATUBHOM AOKYMEHTaLWen.

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temneparype He Bbilue 25°C.

Shelf life / Cpok roaHoctu: 3 years (-1 month) / 3 roaa (-1 mecsu)

REMARKS / Npumeyanue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeboBaHuam H.]

BATCH REMARKS / Mpumevanue ana 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. / [laHHbiM cBUAETENLCTBYIO, YTO AaHHAA NapTUs NpoEEpeHa B
COOTBETCTBUM C paspellleHneM Ha MapKeTUHr 1 EBpOneiickiM pyKOBOACTBOM MO Haanexalieh Npow3BOACTBEHHOM
NpakTUKe ANs NeKapCTBEHHLIX NPOAYKTOB.

M. Inés Ribeiro
QUALIFIED PERSON / OrBeTcTBEHHOE NNULO:

ANALIST / AHanuTuk: 0(
DECISION / 3akniovenve: /- J’)xuOvC?
Soénia Chainho DATE / flata: 3{7@ ‘ZZ =< &é\j
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