SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUIA KOR NMPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 56012
MANUFACTURE DATE: /| AATA U3rOTOBMNEHWUA: 09/2025 C.A | CEPTU®UKAT AHAIIU3A: 4344/25
ANALYTICAL PROC. N° / MPOTOKON AHAJTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK TOOHOCTW: 08/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOOB AHANU3A: Normative documentation / HopmatneHas
AokymerTauns [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOl NPOAYKTA KITMEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOU CYBCTAHUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: Okcumerasonux

AP MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOVU3BOAUTENSA ®APMALEEBTUYECKOMN CYECTAHLIUK:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOWU CYECTAHLIUX MPOU3BOAUTENA
rMao: 25040210

APl MANUFACTURER NAME / .
HAMMEHOBAHME NMPOU3BOAUTENA ®APMALEBTUYECKOU CYBECTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanueH Munaern M'meX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUN: Germany / 'epmanus

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudmkaumm Pesynbrathl

Description/ OnucaHue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / lNpo3payHbii
UNKW NOYTM NPO3payHblii  pacTeop OT MNOYTK
GecupeTHoro fo cnabo-xenToro UseTa.

Complies /
CooTtBeTcrayeT

Identity / MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochliroide / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopva with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsa  yAepXvBaHUss OCHOBHOFO MMKa Ha )
XpomaTorpamMmme UCALITYEMOro PAacTBopa AOMKHO Complies /

COOTBETCTBOBATH BPEMEHU yaepxvBaHus CooteetcTByeT
OCHOBHOIO NMMKa Ha XpomaTtorpaMmme CTaHAapTHOro
pacTBopa OKCMMeTa3onuHa ruapoxnopuaa,
Nony4YeHHO NpY KONUYECTBEHHOM OnpeaeneHnun.

; . Retention time of the main peak in the
Benzalkonium chloride / Betsankorns 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. / Bpewms
YyAEDPXNBaHUA OCHOBHOTO nvka Ha
XpomartorpamMme VCnbITYeMOro pactsopa AOSKHO
COOTBETCTBOBATH BPEMEHHU yAaepXvBaHus
OCHOBHOTO nvka Ha Xpomartorpamme
CcTaHaapTHoro pacteopa 6eHsankoHus xrnopuaa,
NONyYeHHOW NpU KONUYECTBEHHOM onpeaeneHun.

Complies /
CooTteeTcTByeET
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTIZA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOTIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWI KO MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 56012
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 09/2025 C.A | CEPTUOUKAT AHATIU3A: 4344/25
ANALYTICAL PROC. N° / MIPOTOKOJ1 AHANWU3A Ne: SRAS-SWACNM.6 EXP./ CPOK TOOHOCTM: 08/2028

ANALYTICAL REFERENCE / PE®@EPEHTHbIA UCTOYHUK METOOOB AHAJNIU3A: Normative documentation / HopmatueHas
nokymeHTaums 1N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO NPOAYKTA KITMEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYBCTAHLIMKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuna rugpoxnopun, MHH: OkcumeTaszonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPON3BOAMNTENS ®APMALIEBTUHECKOW CYBCTAHLIUK:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUUN ®APMALIEEBTUYECKOU CYECTAHLIUM NPOU3BOAUTENA
rNo: 25040210

APl MANUFACTURER NAME / .
HAUMEHOBAHUE MPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLWUN: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanver Munged [m6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA ®PAPMALIEBTUMECKOWN CYECTAHLUMWU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MokaszaTenu Cneundukauum Peaynbrartsl
Clarity / NpoapayHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHums
npenapata He AOMkKHa npeBbIWATbL Complies /
onanecueHUM0 a3TanoHa cpaeHeHust |/Boabl CootseTCcTBYET
OYULLIEHHON.
Color / LiBeTHOoCTb The product should be colorless or be comparable
to reference solution Y7. / MNpenapaT aorxeH 6biTb .
6 . Complies /
€CLBETHbIM WNU BbIAEPXUBATb CpaBHEHWE C CoOTBETCTBYET
aTasnioHoMm Y7. y
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010 / Ot 1,006 go 1,010
nnoTtHocTh (d 20/20) 1,008
pH From 5.5t06.5/ 015,500 6,5
5,9
Osmolality / OcMmonansHOCTE From 270 to 330 mOsmol/kg / OT 270 no 330
mOcmonb/kr 281
Relative impurities / PogcTBeHHbIe npuMecH
Impurity A (hydrolysis product) / NMpumeck A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rupponusa)
Impurity ZP-1 / NMpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHnuHas Not more than 0.1 % / He 6onee 0,1 %
HenaeHTUUUMpoBaHHas NpuMech <LD
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 %
<LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3auBuH® kannu Ha3zanbHbie 0,01% Poccusn /

ARTICLE CODE / BHYTPEHHUU KOL, MPOAYKTA: 704530 BATCH Ne / NTAPTUA Ne /: 56012

MANUFACTURE DATE: / BATA U3TOTOBJEHWUA: 09/2025 C.A/ CEPTUOUKAT AHAIIU3A: 4344/25

ANALYTICAL PROC. N°: / NPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK rOOHOCTM: 08/2028

ANALYTICAL REFERENCE / PEOEPEHTHbIN UICTOYHUK METOOB AHAJU3A: Normative documentation / HopmaTusHas
nokymenTaums [M1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAYKTA KINMUMEHTA: 81775837

APl NAME, INN / HAMMEHOBAHWUE ®APMALIEBTUMECKOU CYECTAHLUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopug, MHH: OkcumetasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NMPOU3BOANTESNA ®APMALIEBTUYECKOW CYECTAHLIUN:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMU ®APMALIEBTUYECKOU CYBCTAHLUU NPOU3BOAUTENA
rno: 25040210

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOANTENA ®APMALIEBTUYECKOWN CYBECTAHUWM: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanved MunaeH Tm6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOW CYECTAHLIMWU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Moka3zartenu Cneuundumkauumn Pe3ynbTaThbl
Assay / KonuyectBeHHOe onpegenexve
Oxymetazoline hydrochloride / From 92.5 to 105 pg/mL of oxymetazoline
OkcumeTasonuHa rugpoxnopus hydrochloride/ OT 92,5 no 105 mkr/mn
OKCUMETa3oNMHa rmapoxnopuaa. 99.4
Benzalkonium chloride / BeH3ankoHus xnopMA From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 no 55 mkr/mn 6eH3ankoHusa xnopuaa 47
Microbial purity / Mukpo6uonoruieckas
yucToTa
Total aerobic microbial count (TAMC) / Not more than 10> CEU /ml /
O6Lee Yncno aspobHeix GakTepui He Gonee 102 KOE/Mn <1 UFC/ml
Total combined yeast and molds count Not more than 10" CFU /ml /
(TYMC) / ObLuee 4nACno APOXOKEBLIX ¢ 1
NNECHEBbIX rPUGOB He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OTtcytcreme B 1 mn
Absent/m|
Staphylococcus aureus Absence in 1 ml / OtcyTcTBue B 1 Mn Absent/ml
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SOFARIMEX

INDUSTRIA QUINICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A FOTOBOTIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3auBuH® kannu HaszanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KOL NPOAOYKTA: 704530 BATCH Ne / MAPTUA Ne /: 56012
MANUFACTURE DATE: / OATA U3rOTOBJIIEHUA: 09/2025 C.A | CEPTU®UKAT AHAJTU3A: 4344/25
ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-OWACNM.6 EXP./ CPOK TOAHOCTW: 08/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIV UICTOUYHUK METOAOB AHAJU3A: Normative documentation / Hopmatueras
AokymerTauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOO NMPOAYKTA KITMEHTA: 81775837

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYMECKOW CYBCTAHLUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuua rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALEEBTUMECKOWU CYBCTAHLIUK:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUY ®APMALIEBTUYECKOW CYECTAHLIUW NPON3BOAUTENA
rMmo: 25040210

APl MANUFACTURER NAME / .
HAMMEHOBAHMWE NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urcopug PapmaXemukanver MunaeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUYMECKOWU CYECTAHLIMWU: Germany / lepManus

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneuudumkaumm Pesynbrathbl

5 mL in an amber glass bottle with a polypropylene
Package / Ynakoska screw cap with an integrated pipette made of glass
type 3 (Eur. Ph.) and bromobutyi rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 5 mn npenapaTta BO ¢hfakoH TEMHOro
cTekna C HaBUHYMBAEMOW NOMUNPONUIIEHOBON Complies /
KPbILWKOW CO BCTPOEHHOW NUNETKOW M3 CTeKna Tuna CooTBeTcTBYET
3 (EBp. ®.) u 6pomByTUNKayHyKa.
Mo 1 cnakoHy ¢ UHCTPYKUMEN NO
MPUMEHEHMIO B NAYKy KApTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMaTUBHOMN Complies /
OOKyMeHTaumen. CooTBeTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temnepatype He Bbiwe 25°C.

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

REMARKS / lpumevanue:
The Product conforms to ND/
MpopyxT cooTtBeTcTRYET TpeboBaHuam HL
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A rOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KoL, MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 56012
MANUFACTURE DATE: / BATA U3rOTOBJSIEHUA: 09/2025 C.A | CEPTU®UKAT AHAJIN3A: 4344/25
ANALYTICAL PROC. N°: / IPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK TrOAHOCTW: 08/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIW MCTOYHUK METOAOB AHAITU3A: Normative documentation / HopmatnsHas
AokymeHTaums 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA, NPOOYKTA KITMEHTA: 81775837

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumerazonuHa ruapoxnopua, MHH: OkcumeTasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPWIA NPOU3BOAUTENS ®APMALIEBTUYECKOW CYBCTAHLIM:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLMW NPOU3BOAUTENA
MM®: 25040210

API MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOOUTENS ®APMALIEBTUYMECKOW CYBCTAHLUMM: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanuer MunaeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOUWN CYECTAHLIMWU: Germany / lepmanus

BATCH REMARKS / Mpumesanue ana cepuu:

>y

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 CBW/AETENLCTBYIO, YTO AaHHAA NapTUs NpoBepeHa B
COOTBETCTBMM C paspellieHMeM Ha mMapkeTuHr u EBponeickum pykoBOACTBOM NO Haanexalue Npou3BOACTBEHHON
npakTUKe ONs NeKapCTBEHHbIX NPOOYKTOB.

3

ANALIST / AHanuUTHK: - C/
Sonia Chainho DECISION / 3aknioyenme: //ﬂj?rz/a

DATE/fata: 29 (o) ( Zn7

M. Ines Ribeiro
QUALIFIED PERSON / OTBeTcTBEHHOE NULO:
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