SOFARIMEX

INDUSTRIA QUIMITA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINIU3A FOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOA NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55563
MANUFACTURE DATE: / ATA U3rOTOBJIEHUA: 05/2025 C.A/CEPTUOUKAT AHAJIU3A: 3053/25
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAITU3A Ne: SRAS-9WACU6.5 EXP. / CPOK TrOAHOCTH: 04/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTtueHas
AokymeHTaumsa [MN012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOZ NPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUWE ®APMALIEBTUYECKOU CYECTAHLWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuna rugpoxnopua, MHH: Okcumerasonud

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENS ®APMALIEBTUYECKOU CYBCTAHLMMU:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOW CYBECTAHLIMM NPOU3BOAUTENA
TNo: 24090271

APl MANUFACTURER NAME / 5
HAMMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLMUM: Siegfried PharmaChemikalien Minden GmbH /
3urcppua, PapmaXemukanvmed MudgeH rmeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHUKWN: Germany / l'epmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuunduxayun Pe3zynbTrarthbl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpospa4Hbii Complies / CooTeeTcTBYET
WNU MOYTU NpPO3payHbiil PacTBOP OT [OYTU
becuBeTHOro Ao cnabo-xenToro LBeTa.

Identity/ MognuHHOCTL Retention time of the main peak in the | Complies/ CoorBeTcTByeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcuMeTasonuHa ruapoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi  yaepXuWBaHWsi OCHOBHOFO MWKa Ha
XpoMaTorpamMme UCNbITYEMOro pacTBopa [AOKHO
COOTBETCTBOBATL BPEMEHMU yaepXuBaHus
OCHOBHOFO NUKa Ha Xpomarorpamme CTaHAapTHOro
pacTeopa oKcuMeTa3onuHa rmapoxnopuaa,
nony4yeHHoW NPy KONUYECTBEHHOM ONpeaeneHun.

Benzalkonium chloride / BeH3zankoHus Retention time of the main peak in the | Complies/ CooTtBeTcTeyeT
xrnopua 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
yAEepXUBaHUSI OCHOBHOTO MWKa Ha XpomaTtorpamve
MCMbITYyEeMOro pacTeopa A0MKHO COOTBETCTBOBATL
BPEMEHW YAEpXWMBaHUA OCHOBHOMO nNMKa Ha
XxpomaTtorpamme CTaHAApPTHOro pacTeopa
6eH3ankoHus xnopwaa, nosny4eHHon npu
KONMMYeCTBEHHOM ONMpeaenerHuu.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHASIU3A FOTOBOIO NnPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Rus

sia / HazuBuH® kannu HasasibHble 0,05% Poccus /

ARTICLE CODE/ BHYTPEHHUWM KOA NMPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 55563

MANUFACTURE DATE: / AATA W3roTOBNEHWA: 05/2025

C.A /| CEPTUOUKAT AHAJU3A: 3053/25

ANALYTICAL PROC. N°: / MPOTOKON AHATU3A Ne: SRAS-OWACUB.5

EXP. /| CPOK FrOHOCTW: 04/2028

nokymentauma N N0Q12964/01-240523

ANALYTICAL REFERENCE / PE®EPEHTHbBIV MCTOYHUK METOAOB AHANU3A:

Normative documentation / HopmaTtusHas

CUSTOMER INTERNAL CODE / BHYTPEHHMWI KOR NPOAYKTA KINEHTA: 81 775839

24252103

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CY

Oxymetazoline | OkcuMeTasonuHa rugpoxnopua, MHH: OkcumeTasonuH
APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOOAWUTENA YBECTAHLUUN:

BCTAHLUUU, MHH: Oxymetazoline Hydrochloride, INN:

®APMALIEBTUMECKOW C

rno: 24090271

FP MANUFACTURER API BATCH NUMBER/ HOMEP CEPVMW ®APMALIEBTUHECKOW CYBCTAHLUK NPOU3BOAUTENA

APl MANUFACTURER NAME /
HAVMEHOBAHME NPOU3BOAUTENA OAPMA
3urdopua PapmaXemukanves MuHaeH 'mbX

LIEBTW-IECKOVI CYBCTAHLMWU: Siegfried PharmaChemikalien Minden GmbH /

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAWTENA ®APMALIEBTUMECKOW CYBCTAHLIMW: Germany | l'epmanun

TESTS
Mokasarenu

SPECIFICATIONS
Cneuudukauum

RESULTS
PesynbTaThbl

"Clarity / [lpo3pa4HoCTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / Onanecueruus
npenapaTta He AormkHa npeeblLLaTh
onanecueHLMIo  3TanoHa CpaBHEHUA I/BOABI
OUMLLIEHHON.

Complies / CooTeeTcTBYET

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y. / Mpenapat AomkeH GbiTh
GecuBeTHbIM WNW BblAEpXUBaTE CpaBHEHWe C
3TanoHoMm Y7.

Complies / CooTseTCcTBYET

Relative density (d 20/20) / OTHocuTenkLHas

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

|l)tal impurities/ Cymma npumeceit

nnoTHocTk (d 20/20) IEC0K
pH From 5.5t06.5/0155006,5 59
Osmolality / OcmMonanbHOCTL From 270 to 330 mOsmolkg / Ot 270 Ao 330

MOCMONB/KT 282 mOsmol/kg
Related substances / PoacTBeHHble NpUMeCKH
Impurity A (hydrolysis product) / Npumeck A Not more than 0.5 % / He 6onee 0,5 % <LD
(NpoayKT ruaponusa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % <LD
Individual unidentified impurity / EanHuyHasn Not more than 0.1 % / He 6onee 0,1 % <LD
HemaeHTUdULMPoBaHHas NpUMeCh

Not more than 1.2 % / He 6onee 1,2 % <LD
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO MNMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaanBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KOQ NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55563
MANUFACTURE DATE: / ATA U3IOTOBJIEHWA: 05/2025 C.A/ CEPTU®UKAT AHAJIN3A: 3053/25
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAINU3A Ne: SRAS-9WACU6.5 EXP./ CPOK TOOQHOCTW: 04/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIA UCTOYHUK METOOOB AHAIU3A: Normative documentation / HopmatusHas
AokymeHTaumns [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOR, NPOAYKTA KITUEHTA: 81775839

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOWU CYBCTAHLUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTasonuHa rugpoxnopua, MHH: OkcumMerasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOM3BOAUTENA ®APMALIEBTUMECKOW CYBECTAHLUMN:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUHECKOU CYBCTAHLUMU NPOU3BOAUTENA
MMo: 24090271

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUHECKOW CYBCTAHLWMN: Siegfried PharmaChemikalien Minden GmbH /

3urdppua GapmaXemukanueH MuHaeH MmeX

COUNTRY OF MANUFACTURE OF THE API / B
CTPAHA NPOU3BOANTENA ®APMALIEBTUHECKOU CYECTAHUWUWU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudomkauumn Pesynbrarhl

Assay / KonuuectBeHHOe onpefaeneHue

Oxymetazoline hydrochloride / OkcumeTazonuHa From 475 to 525 pg/mL of oxymetazoline 501 ua/mL
rugpoxnopug, hydrochloride/ Ot 475 no 525 mkr/mn Hg/m
OKCUMETa30MNuHa ruapoxnopuaa.

Benzalkonium chloride / BensankoHus xnopug From 45 to 55 pg/mL of benzalkonium chloride/ O1 50 ua/mL
45 po 55 mkr/mn 6eH3ankoHus xnopuaa Hg/m

Microbial purity / Mukpo6buonoruyeckas

Yucrora
Total aerobic microbial count (TAMC) / O6uiee Not more than 102 CFU /mi /
yucno aapobHbix bakTepui He Gonee 102 KOE/mn <1 UFC/mi
Total combined yeast and molds count (TYMC)/ Not more than 10' CFU /mil/
06
LLiee YUCNo APOXCKEBLIX 1 NNEeCcHeBbIX rpndoB He Bonee 101 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OvcytcTeme B 1 Mn Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytctBue B 1 Mn
Absent/ml
Package / YnakoBka 10 mL in an amber glass bottle with a -
Complies / CooTBeTCTBYET

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 npenapaTta Bo (hrakoH TEMHOro

CTeKrna C HaBUHYMBaEMON NONUNPONUNEHROBON

KPbILLKOW CO BCTPOEHHOM NUMNETKOW 13 cTekna Tuna

3 (EBp. ®.) n 6pombyTunkayvyka.

Mo 1 cpnakoHy C MHCTpYKUMEN No NPUMEHEHUIO B
Nayky KapTOHHYIO.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNU3A FOTOBOIO NPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaanBMH® Kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWN KO NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55563
MANUFACTURE DATE: /| DATA N3roTOBMNEHUA: 05/2025 C.A | CEPTUOUKAT AHANU3A: 3053/25
ANALYTICAL PROC. N°: / MPOTOKOM AHAINU3A Ne: SRAS-9WACUB.5 EXP. | CPOK FOAHOCTMW: 04/2028

ANALYTICAL REFERENCE / PE®EPEHTHbI UCTOYHUK METOAOB AHANU3A: Normative documentation ! HopmatusHas
nokymentauws N0 2964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOO NPOAYKTA KIMUEHTA: 81775839
API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOW CYECTAHLIUN, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline | OkcuMeTa3onuHa rugpoxnopua, MHH: OkcuMeTa3onuH
AP! MANUFACTURER BATCH NUMBER /| HOMEP CEPUM NPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLIUU:
24252103

FP MANUFACTURER APl BATCH NUMBER /| HOMEP CEPUU tDAPMALIEBTVIHECI(OFI CYBCTAHLUUW NPOU3BOAUTENA

Nd: 24090271

API MANUFACTURER NAME /
HAUMEHOBAHUE NPON3BOAUTENA QAPMALlEBTMHECKOVI CYBCTAHLMWMN: Siegfried PharmaChemikalien Minden GmbH /
3urdppug PapmaXemukanueH MungeH MbX

COUNTRY OF MANUFACTURE OF THE API/

| CTPAHA NPOU3BOAUTENA tDAPMALlEBTVI‘-IECKOIZ CYBCTAHUWMW: Germany / lepmanua

TESTS SPECIFICATIONS RESULTS
Moka3aTenu Cneuudunkaumnv Pe3ynbTaThl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CootBeTcTBYET

COOTBETCTBUY C HOPMAaTUBHOWM JOKyMeHTaume.

Storage / XpaHehue: At temperature below 25°C. / MNpu Temnepatype He Bbille 25°C.

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

REMARKS / lpnmeyaHue:
The Product conforms to ND/
MpoayKT cooTBETCTBYET TPEBOBaHNAM HA

BATCH REMARKS / lpumeuaHue ans 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 CBUAETENBCTBYIO, YTO AaHHAR napTUA NpoBepeHa B

COOTBETCTBMM C paspelueHneM Ha MapkeTuHr n EBpornevickum pyKOBOACTBOM MO Hapnexalen Npon3BOACTBEHHOM
NpaKTUKe AnA NEKapCTBEHHbIX NMPOAYKTOB.

ANALIST / AHanuTtuk:
DECISION / 3aknioueHue: A—P{\/\X) V22
Soénia Chainho DATE / faTa: ) ( _
M. Inés Ribeiro ' (&VO(’) (27
QUALIFIED PERSON / OTBeTCTBEHHOE NULIO: \, W/
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