SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUIA KO MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 56042
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 09/2025 C.A/ CEPTU®UKAT AHATTU3A: 4433/25
ANALYTICAL PROC. N°: /| NIPOTOKOJ1 AHAINTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK TOOQHOCTW: 08/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN NICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTtueHaa
AokymeHTaums 1N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUWA KO NPOAYKTA KINUEHTA: 81775837

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUMECKOU CYECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuna rugpoxnopug, MHH: OkcumetasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENSA ®APMALIEBTUYECKOWU CYBECTAHLIUK:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBCTAHLIUM NPOU3BOAUTENA
rMo: 25040210

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUHECKOU CYBCTAHLUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanuen MuraeH MeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®PAPMALEBTUYECKOU CYBCTAHLUU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudumkauuu Pe3ynbrartsl

Description/ Onucanue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Npo3spayHbin
N  NOYTM MpO3payHblii pacTBOp OT MOYTU
HecupeTHOro a0 cnabo-xenToro useTa.

Complies /
CootBetcTBYET

Identity / MoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochiroide / 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. /
Bpemsi  yaepxuBaHWS  OCHOBHOFO NWKa  Ha
XpomaTtorpaMMe WCMbITYEMOro pacTeopa [OIMKHO
COOTBETCTBOBATL BpEMEHU yAepXuBaHus
OCHOBHOFO NuKa Ha XxpomaTtorpaMmme CTaHgapTHOro
pactsopa OKCMMETAa30MNHa ruapoxnopuvaa,
NONYYEHHOW NPWU KONMYECTBEHHOM OnpeaeneHunn.

Complies /
CooTBeTcTBYET

. . Retention time of the main peak in the
Benzalkonium chloride / Benzankoxus 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
yAepX1BaHuUS OCHOBHOTO nuka Ha
XpomaTorpaMme UCMbITYeMOro pactsopa A0MKHO
COOTBETCTBOBATL BpEMEHU yaepXnBaHus
OCHOBHOTO nvka Ha Xpomarorpamme
cTaHaapTHOro pacreopa GeH3ankosusa xnopuaa,
NOny4YeHHO NpyU KONUYECTBEHHOM ONpeaeneHnn.

Complies /
CootBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBMH® kannu Ha3anbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHMUW KOA NPOAYKTA: 704530 BATCH Ne / NTAPTUA Ne /: 56042
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 09/2025 C.A /| CEPTU®UKAT AHAJIU3A: 4433/25
ANALYTICAL PROC. N°: / MPOTOKOIN AHANU3A Ne: SRAS-SWACNM.6 EXP./ CPOK rOAHOCTMW: 08/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIN MICTOYHUK METOOOB AHAIMU3A: Normative documentation / HopmaTtueras
aokymeHTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KOfl NPOAYKTA KIIUEHTA: 81775837

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUHMECKOW CYBCTAHLUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuna ruapoxnopua, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAWUTENA ®APMALIEBTUYECKON CYECTAHLIU:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIMM NPOU3BOAUTENS
rN®: 25040210

APl MANUFACTURER NAME / 5
HAMMEHOBAHWE NPON3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLMWUUN: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanmed MungeH Mm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKON CYECTAHUWWU: Germany / l'epmaHua

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundmkaumn PesynbTathbl
Clarity / Mpo3pa4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuus
npenapata He BormxkHa npesbIWaTh Complies /
onanecueHUulo 3TanoHa cpaBHeHusi |/Bogpl CooTBeTcTBYET
OYNLLEHHOMN.
Color / LiBeTHoCTb The product should be colorless or be comparable
to reference solution Y7. / MNpenapat aomkeH ObiTb Complies /
6ecuUBeTHBIM UMW BbIAEPXUBATH CpaBHEHUE C Cooreegcna T
3TaroHoM Y7. y
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ O1 1,006 ao 1,010
nnoTHocTh (d 20/20) 1,008
pH From5.5t06.5/ 0155 a06,5
5,9
Osmolality / OcMonanbLHOCTL From 270 to 330 mOsmol/kg / Ot 270 go 330
MOcmonb/Kr 283
Relative impurities / PoacTBeHHbIe npyuMecu
Impurity A (hydrolysis product) / NMpumeck A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rupponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LQ
Individual unidentified impurity / EanHnyHasn Not more than 0.1 % / He 6onee 0,1 %
HenaeHTUULMPOBaHHaS NPUMECh <0,1%
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 %
<0,1%

2/5
IMP.4.14




SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A roTOBOr O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUU KOL MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 56042
MANUFACTURE DATE: / ATA U3ITOTOBNEHWA: 09/2025 C.A | CEPTU®UKAT AHAJTTU3A: 4433/25
ANALYTICAL PROC. N°: / MTPOTOKON AHAINWN3A Ne: SRAS-9WACNM.6 EXP./ CPOK TrOQHOCTM: 08/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM ICTOYHUK METOOOB AHAIU3A: Normative documentation / HopmaTtuneHas
fokymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KINUEHTA: 81775837

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUHECKOU CYBCTAHLNMA:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBCTAHLIMU NPOU3BOAUTENA
Mo: 25040210

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /

3urdppug PapmaXemukanueH MungeH MioX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUMECKOWU CYECTAHUWW: Germany / Tepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundmkaumn PesynbTtaThl
Assay / KonuyectBeHHOe onpeaenexHue
Oxymetazoline hydrochloride / From 92.5 to 105 pg/mL of oxymetazoline
OkcumeTasonuHa rugpoxnopuva, hydrochioride/ Ot 92,5 o 105 mkr/mn
OKCUMETA30NMHa MMAPOXNopuAa. 100,3
Benzalkonium chloride / BeH3ankoHus XnOpVIA From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 po 55 mkr/mn 6eH3ankoHnsa xnopuaa 46
Microbial purity / Mukpo6uonoruyeckas
yncrora
Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml /
O6uiee yncno aspobHbIx HakTepui He Gonee 102 KOE/Mn <1 UFC/mi
Total combined yeast and molds count Not more than 10" CEU /ml/
(TYMC) / ObLiee 4ncno apoxokeBbIX U 1
NNecHeBbIX rpUGOB He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtcTBme B 1 Mn
Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytcTeue B 1 Mmn Absent/ml
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIU3A FOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOL NPOAYKTA: 704530 BATCH Ne / NTAPTUA Ne /: 56042
MANUFACTURE DATE: / OATA U3rOTOBJIEHUA: 09/2025 C.A /| CEPTU®UKAT AHAJIN3A: 4433/25
ANALYTICAL PROC. N°: / MPOTOKOIT AHAJIU3A Ne: SRAS-9WACNM.6 EXP. / CPOK FOJHOCTW: 08/2028

ANALYTICAL REFERENCE / PEQEPEHTHbBI UICTOYHUK METOJOB AHATU3A: Normative documentation / HopmaTusHas
nokymentauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOl NPOAYKTA KITMEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHLIUKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa ruppoxnopua, MHH: OkcumerasaonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENS ®APMALIEBTUMECKON CYBECTAHLIMK:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIMU NPOU3BOAUTENA
rMo: 25040210

APl MANUFACTURER NAME / .
HAMMEHOBAHME NMPON3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIUMK: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanveH Muraen TM6X

COUNTRY OF MANUFACTURE OF THE API/ B
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHLUW: Germany / Mepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundomkaumnn PesynbTathl

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 bromobutyl rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 5 mn npenapata BO NaKkoH TEMHOro
cTekna ¢ HaBUHUYMBAEMOW NOMUNPOMUIIEHOBOW Complies /
KPbILUKOW CO BCTPOEHHOMN NMUMNETKOW U3 cTekna tuna CooTseTtcTBYET
3 (EBp. ®.) u 6pomByTUnKay4yka.
Mo 1 dnakoHy ¢ HCTPyKuUMEln no
NPUMEHEHUIO B NAYKY KAPTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHOWN Complies /
AOKYMeHTauuen. CooreetcTByeT

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

Shelf life / Cpok rogHocTtu: 3 years (-1 month) / 3 roaa (-1 mecsau)

REMARKS / MpumevaHue:
The Product conforms to ND/
MpopykT cooTBeTcTBYET TpebGoBaHnsam HL
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOJ NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 56042
MANUFACTURE DATE: / BATA U3rOTOBNEHUSA: 09/2025 C.A /| CEPTU®UKAT AHATTU3A: 4433/25
ANALYTICAL PROC. N°: / IPOTOKOJT AHAJTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK rOOQHOCTM: 08/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIW UCTOYHMK METOAOB AHANU3A: Normative documentation / HopmaTusHas
AokymeHTayus 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUWA KO NPOAYKTA KIUEHTA: 81775837

API NAME, INN / HAMUMEHOBAHUE ®APMALIEEBTUYECKOW CYBECTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumeTtaszonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUY NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLUU:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBCTAHLIMW NPOU3BOAUTENA
rMo: 25040210

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPON3BOONUTENA ®APMALIEBTUYECKOU CYBCTAHUMWMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpna PapmaXemukanmer MuHgeH M'mbX

COUNTRY OF MANUFACTURE OF THE API / B
CTPAHA NPOU3BOAUTENA PAPMALIEBTUMECKOU CYBCTAHLUUU: Germany / [epmanus

BATCH REMARKS / NpumeyvaHue gns 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. / [JaHHbIM CBUAETENbLCTBYIO, YTO AaHHAs NapTua MposepeHa B
COOTBETCTBUM C pa3pelleHNeM Ha MapKEeTUMHr U EBponeickuM pyKkOBOACTBOM MO Hagnexalleil NpovsBOACTBEHHON

npakTuke Ana nekapCcrBeHHbIX NPOAYKTOB.
1

ANALIST / AHanuTuk:

A
Mg,
Sonia Chainho DECISION / 3akniouenue: 9<] f Zel

DATE/fata:  20/0 5/ poi—

M. Ines Ribeiro
QUALIFIED PERSON / OtBeTcTBEHHOE NULO: D)
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