SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HasanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KOA NPOAQYKTA: 704530 BATCH Ne / MAPTUA Ne /: 55153
MANUFACTURE DATE: / ATA U3FOTOBINEHWUA: 02/2025 C.A/ CEPTU®UKAT AHAJIU3A: 1001/25
ANALYTICAL PROC. N° / MTPOTOKOIT AHAITU3A Ne: SRAS-9WACNM.6 EXP./ CPOK rOOHOCTH: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTtusHas
AokymeHTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUA KOA NPOAYKTA KNUEHTA: 81775837

APl NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOUN CYBCTAHLWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuna ruapoxnopua, MHH: OkcumeTtasonun

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLMMU:
24090271

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOW CYECTAHLMU NPOU3BOAUTENA
Mo: 24252103

APl MANUFACTURER NAME / 5
HAMMEHOBAHME NPOU3BOAUTENA ®APMALEEBTUYECKOWU CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanmed MuHaeH MmbX

COUNTRY OF MANUFACTURE OF THE API / 3
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOU CYBCTAHUMUWN: Germany / F'epmaHus

TESTS SPECIFICATIONS RESULTS
Mokasatenwn Cneundukaumm PesynbTrathbl

Description/ Onucanue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MNMpo3spayHbiv
WM MOMTM MpO3payHbidi  pacTBop OT  MOYTK
BecLBeTHOro A0 cnabo-XenToro LseTa.

Complies /
CooTtseTcrByeT

Identity / MoanuHHOCTBL Retention time of the main peak in the
Oxymetazoline hydrochliroide / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxiopug with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems  yAepXuBaHWS  OCHOBHOFO MMKa Ha )
XpOMAaTtorpamme WCNbITYEMOrO pacTeopa [OIKHO Complies /

COOTBETCTBOBATL BpeMEHU yAEpPXUBaHUS Cootaetcteyet
OCHOBHOTO NvKa Ha xpomartorpaMMme CTaHAapTHOro
pacTteopa OKCUMETa30MnHa rmapoxnopuaa,
Nony4YeHHOW Npu KONUYECTBEHHOM ONpeaeneHum.

B Ikoni hloride / B Retention time of the main peak in the
enzalkonium chloride / Bensankotus chromatogram of the test solution should comply
xnopua with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
yAEepXKUBaHKUA OCHOBHOIO nuka Ha
XpomaTtorpaMmme UCrbITYEeMOro pactsopa AOSKHO
COOTBETCTBOBATL BpEMEH yAepxuBaHus
OCHOBHOIO nvka Ha XpoMaTorpamme
CcTaH4apTHOro pacteopa 6eH3ankoHus xnopuaa,
Nony4YeHHOM NPW KONNYECTBEHHOM OnpeAeneHun.

Complies /
CootBeTtcTByeT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A rOTOBOIO NPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia/ Ha3uBuH® kannu Ha3anbHble 0,01% Poccun /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 55153
MANUFACTURE DATE: / BATA U3rOTOBREHUA: 02/2025 C.A | CEPTUOUKAT AHAIU3A: 1001/25
ANALYTICAL PROC. N°: / MTPOTOKON AHANN3A Ne: SRAS-SWACNM.6 EXP. / CPOK FrOQHOCTW: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOAOB AHAJN3A: Normative documentation / HopmaTtusHas
AokymenTauns M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO, NPOAYKTA KIMEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcMmeTa3onuHa rmapoxnopuA, MHH: OkcumeTazonuvH

API MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUK:
24090271

FP MANUFACTURER AP! BATCH NUMBER / HOMEP CEPUM ®APMALIEEBTUYECKOW CYBECTAHLIMWM NPOU3BOAUTENA
rMo: 24252103

API MANUFACTURER NAME / 5
HAMMEHOBAHME NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBCTAHUMMU: Siegfried PharmaChemikalien Minden GmbH /

3urchpua dapmaXemukanueHd MuHaeH T'moX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOAUTENSA PAPMALIEBTUYECKOWN CYECTAHUUW: Germany / lepmaHnus

TESTS SPECIFICATIONS RESULTS
MokasaTenwu Cneuundumkauumn PeaynbTarthl
Clarity / Mpo3payHoCTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenapaTta He BONXHa npeBbILLATL Complies /
onanecueHUMIo  3TanoHa cpaBHeHus  |/Boapl CooTBETCTRBYET
O4MLLEHHOWN.
Color/ LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gorkeH 6biTb .
Complies /
fecupeTHbIM UNW  BblAepXuWBaTb CpasHEHue C CooTteeTCTBYET
3TanoHom Y7. ¥
Relative density (d 20/20) / OTHocuTenLHas From 1.006 to 1.010/ OT 1,006 go 1,010
nnoTHocTh (d 20/20) 1,008
pH From551t06.5/ 0155 806,5
5,9
Osmolality / OcMonanbHOCTL From 270 to 330 mOsmol/kg / Ot 270 po 330
mMOCMonb/Kr 277
Relative impurities / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / Mpumecb A Not more than 0.5 % / He 6onee 0,5 % ND
(npoayKkT ruaponuaa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % ND
Individual unidentified impurity / EamnnyHasn Not more than 0.1 % / He 6onee 0,1 %
HenaeHTUULMpOBaHHas NPUMECh <0.1%
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 %
<0.1%
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KOl NMPOAYKTA: 704530 BATCH Ne / MAPTHUA Ne /: 55153

MANUFACTURE DATE: / JATA U3rOTOBJEHUA: 02/2025 C.A/ CEPTU®UKAT AHATU3A: 1001/25

ANALYTICAL PROC. N°: / IPOTOKOJT AHAINU3A Neo: SRAS-9WACNM.6 EXP./ CPOK TrOAHOCTW: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIW UICTOYHUK METOQOB AHANU3A: Normative documentation / HopmatuaHas
AokymeHTtaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPORYKTA KNWEHTA: 81775837

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuna rugpoxnopug, MHH: OxcumertasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUMK:
24090271

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOU CYBCTAHUUN MPOU3BOANTENA
rMao: 24252103

APl MANUFACTURER NAME / B
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUWN: Siegfried PharmaChemikalien Minden GmbH /

3urcppua PapmaXemukanueH MusgeH FmoX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOWU CYBCTAHLIMWU: Germany / Tepmanus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneumcbmkaumm Pesynbrathl

Assay / KonnyectBeHHoe onpegeneHue
Oxymetazoline hydrochloride /
OkcumeTasonuHa ruapoxnopug,

From 92.5 to 105 pg/mL of oxymetazoline
hydrochloride/ Ot 92,5 o 105 mkr/mn 99,6
OKCUMETAa30MUHa rmapoxIopuaa.

From 45 to 55 ug/mL of benzalkonium chloride/ Ot

Benzalkonium chloride / BeH3aankoHus xiopua
45 no 55 mkr/mn 6eH3ankoHns xnopuaa

49

Microbial purity / Mukpobuonoruieckas
yucrota
Total aerobic microbial count (TAMC) / Not more than 10° CFU /mi /
O6wwee uncno aspobHbix Gakrepui He 6onee 102 KOE/mn <1 UFC/ml
Total combined yeast and molds count Not more than 10" CEU /ml/
(TYMC) / ObLee 4Mcno ApOoXoKEBbIX U 1
NNECHEBbIX FPUGOB He 6onee 10 KOE/mn <1 UFC/mi
Pseudomonas aeruginosa Absence in 1 ml/ OTtcyTctBue B 1 Mn

Absent/ml
Staphylococcus aureus Absence in 1 ml/ OTtcytcteue B 1 Mn Absent/ml
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3uBuH® kannu HasanbHble 0,01% Poccua /

ARTICLE CODE / BHYTPEHHUW KO[ MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 55153
MANUFACTURE DATE: / BATA U3rOTOBIEHUA: 02/2025 C.A/ CEPTUDUNKAT AHANU3A: 1001/25
ANALYTICAL PROC. N°: / TPOTOKOIN AHAMW3A Ne: SRAS-9WACNM.6 EXP. / CPOK FOQHOCTMW: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOOB AHAJU3A: Normative documentation / HopmaTtusHas
pokymentaums [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOJ NPOAYKTA KIIMEHTA: 81775837

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopug, MHH: OKCcHMeTasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPU# NPOU3BOAUTESA ®APMALIEBTUHECKOW CYBCTAHLINN:
24090271

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPMN ®APMALIEBTUMECKOW CYECTAHLNA nNPOU3BOAOUTENA
ro: 24252103

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOOUTENS ®APMALIEBTUYECKOW CYBCTAHLUW: Siegfried PharmaChemikalien Minden GmbH /

3urcdpua ®apmaXemvikanmeH Munaen MbX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA MPOW3BOAUTENA ®APMALIEBTUMECKOWN CYBCTAHLIUW: Germany / lepmarus

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudmkaummn PesynbTtaThl

5 mL in an amber glass bottle with a polypropylene
Package / Ynakogka 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 5 mn npenaparta 80 (hNakoOH TEMHOO
CTeKNa C HaBWH4YMBAEMOi NONUMPONMUIIEHOBON Complies /
KPBILLIKOM CO BCTPOEHHOW NUNETKON 13 CTekna Tmna CooTBeTcTayeT
3 (Eep. ®.) n 6pomByTUNKaydyKa.
Mo 1 chnakoHy ¢ MHCTPYKLUMEN NO
NPUMEHEHUIO B NaJKy KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B )
COOTBETCTBYW C HOPMAaTHBHON Complies /
[OKyMEHTaumen. CooTBeTCTBYET

Storage / XpaHeHnue: At temperature below 25°C. / lMpu Temnepatype He sbiwe 25°C.

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

REMARKS / MpumeyaHue:
The Product conforms to ND/
MpoaykT cooTeReTCTBYET TPeboBaHuam HA
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SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A rOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3uBuH® kannu HasanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUU KOL, NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 55153
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 02/2025 C.A/CEPTUO®UKAT AHAJNNU3A: 1001/25
ANALYTICAL PROC. N°: / MPOTOKOJ AHAINU3A Ne: SRAS-9WACNM.6 EXP. / CPOK FOOHOCTW: 01/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIV UCTOYHWUK METOQOB AHANU3A: Normative documentation / HopmaTusHas
nokymerTauusa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOJl NMPOAYKTA KINUEHTA: 81775837

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUHYECKOW CYBECTAHLIMWU, MHH: Oxymetazoline Hydrochioride, INN:
Oxymetazoline / OkcumerasonuHa ruapoxnopud, MHH: OkcuMeTtazonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLINN:
24090271

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOWN CYBCTAHLIMW NPON3BOAWUTENA
FNo: 24252103

API MANUFACTURER NAME / .
HAUMEHOBAHWE NMPOU3BOOAUTENA ®APMALIEBTUYECKOW CYBCTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /

3urchpua PapmaXemukanued MuHgeH MTmb6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKON CYECTAHUMWN: Germany / lepmanus

BATCH REMARKS / lNpumeuyaHue 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. / [laHHbIM CBMAETENLCTBYIO, HTO AaHHas NapTus nposepeHa B
COOTBETCTBUM C paspelleHuem Ha MapKeTuHr u Esponenckum pykoBOACTBOM MO Haanexalue Npon3BOACTBEHHON
NpaKkTyke Ans nekapcTBeHHbIX NPOAYKTOB.

. i
ANALIST / AHanuTuk: C/
Sonia Chainho DECISION / 3aknioyeHue: /ﬂ/ﬁ-/.f

DATE ! flata: 2852 /7p4 -

M. Ines Ribeiro
QUALIFIED PERSON / OTBeTcTBEHHOE fIULIO:
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