SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A NOTOBOIO NPOAYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® xannu HasanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUM KOA NMPOLOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55221
MANUFACTURE DATE: / ATA U3rOTOBIEHUA: 02/2025 C.A/ CEPTU®UKAT AHAINU3A: 1373/25
ANALYTICAL PROC. N° / MPOTOKOJ AHAJTU3A Ne: SRAS-9WACU6.5 EXP./ CPOK TOQHOCTW: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHLIM UICTOYHUK METOOOB AHASIU3A: Normative documentation / HopmatusHas
AokymeHTauuns M1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAMMEHOBAHWE ®APMALEEBTUYECKOW CYBCTAHLMWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonunHa ruapoxnopua, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUWN NPOU3BOANTENA ®APMALIEBTUMECKOU CYBCTAHLIUU:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUMECKOU CYBCTAHLIMU NPON3BOAUTENA
Mo: 24090271

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPON3BOANTENA ®APMALEBTUYECKOU CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urcppua PapmaXemukanveH MuHaeH FmeX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHUWUWU: Germany / Fepmanuns

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuundwukauum PesynbTarhl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpo3paynbii Complies / CooTaeTcTayeT
UNU NOYTW NPO3payHblii  pacTBOP OT NOYTU
HecuBeTHOro Ao cnabo-xenToro UBeTa.

Identity/ MoanuHHoCTL Retention time of the main peak in the | Complies/ CooTBeTcTBYET
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTaszonuHa rugpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi ynoepXvBaHUsi  OCHOBHOrO rnuvka Ha
Xpomarorpamme WCIbITYeMOro pacTeopa AOJTKHO

COOTBETCTBOBATb BpEeMEeHM yoepxunsaHns
OCHOBHOIo NKka Ha Xpomartorpamme ctaHgapTHOro
pacTeopa OKCMeTa3sonnHa rmnapoxnopwaa,

Nosy4eHHON NpU KOJIMYECTBEHHOM onpeaeneHum.

Benzalkonium chloride / Bensankoxus Retention time of the main peak in the | Complies/ CooTsetcTByeT
xnopwg 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
YAEPXKUBAHUS OCHOBHOIO MUKa Ha XxpomaTorpamme
UCMbITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEpXMBaHWSI OCHOBHOIO MMKa Ha
XpomaTtorpamme cTaHaapTHoro pactBopa
BeH3ankoHus  xnopuaa,  NOMyYeHHOW  npu
KONuU4YeCTBEHHOM OnpeAeneHnu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uBuH® kannu HasanbHble 0,05% Poccusn /

ARTICLE CODE / BHYTPEHHWUIA KOA NPOAYKTA: 704532

BATCH Ne / TAPTHA Ne /: §5221

MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 02/2025

C.A | CEPTU®UKAT AHANU3A: 1373/25

ANALYTICAL PROC. N°: / TPOTOKOI AHAJIU3A Ne: SRAS-OWACU6.5

EXP. / CPOK FOQHOCTW: 01/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIW NCTOYHUK METOJOB AHAJIU3A: Normative documentation / HopmaTueHast

pokymenTauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KOA, MPOAYKTA KNNEHTA: 81775839

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLUWN, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OkcumeTasonuHa rugpoxnopua,

MHH: OkcumeTasonvH

APl MANUFACTURER BATCH NUMBER / HOMEP

24252103

CEPVIV NPOU3BOAVUTENSA ®APMALIEBTUYECKOU CYBCTAHLIUK:

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALEBTUYECKOWN CYBCTAHLIMY NPOU3BOAUTENA

rno: 24090271

API MANUFACTURER NAME /

HAUMEHOBAHME NPOU3BOAUTENA ®APMALEEBTUYECKOW

3urcdopua PapmaXemvkanuer MuHaeH TmoX

CYBCTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOAUTENSA PAPMALIEBTUYECKOMN CYBECTAHLINU: Germany / Mepmarus

TESTS
MokasaTenu

SPECIFICATIONS
Cneuundmnkaummn

RESULTS
PesynbTaThbl

Clarity / Npo3payHoCTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuns
npenaparta He JomkHa npeebiWaTh
onanecueHUMio 3TanoHa CpaBHeHus |/Bogbl
OUMNLLEHHOWN.

Complies / CooTtBeTcTBYyET

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y. / Mpenapat fomkeH 6bITb
6ecuseTHbIM WNU BbIAEPXMBATL CPaBHEHWE C
aTanoHom Y7.

Complies / CooTBETCTBYET

Relative density (d 20/20) / OTHocuTenbHas
nnotHocTk (d 20/20)

From 1.006 to 1.010/ OT 1,006 Ao 1,010

1.008

pH

From 5.5t06.5/015,5006,5

5.9

Osmolality / OcMonsiNbEHOCTb

From 270 to 330 mOsmol/kg / OT 270 pmo 330
MQOcmonb/Kr

290 mOsmol/kg

Related substances / PoacrBeHHble npumecu

Impurity A (hydrolysis product) / Mpumece A
(npoaykT ruaponuaa)
Impurity ZP-1 / Npumecs, ZP-1

Individual unidentified impurity / EauHu4Has
HeuaeHTUULUMpoBaHHaA NPUMECH

Total impurities/ Cymma npumecei

Not more than 0.5 % / He 6onee 0,5 %
Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.1 % / He 6onee 0,1 %

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

<LD

<LD

<LD

<LD
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOl NPOOYKTA: 704532 BATCH Ne / NTAPTUA Ne /: 55221
MANUFACTURE DATE: / ATA U3rOTOBIEHWA: 02/2025 C.A/CEPTUOUKAT AHAJINU3A: 1373/25
ANALYTICAL PROC. N°: / MPOTOKON AHAINU3A Ne: SRAS-9WACU6.5 EXP./CPOK TOQHOCTMU: 01/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIN ICTOYHUK METOOOB AHANU3A: Normative documentation / HopmatueHas
AokymeHTtauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KO NPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOW CYECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NMPOU3BOAUTENA ®APMALIEBTUYECKOU CYBECTAHLIUN:
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUMECKOW CYBCTAHLUWU NPOU3BOAUTENA
rMo: 24090271

APl MANUFACTURER NAME / .
HAUMEHOBAHRUE NPOU3BOAUTENA ®APMALEEBTUYECKOW CYBECTAHLIUN: Siegfried PharmaChemikalien Minden GmbH /

3urgppunag PapmaXemukanved MuuaeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBECTAHUWU: Germany / FepmaHnust

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundukauumu PesynbTarhl

Assay / KonuyectBeHHOe onpegeneHue

Oxymetazoline hydrochloride / OkcumeTasonuHa From 475 to 525 ug/mL of oxymetazoline 502 ua/mL
rmapoxnopug hydrochloride/ OT 475 no 525 mkr/mn Hg
OKCUMETA30NMHa rmapoxnopuaa.

Benzalkonium chloride / BeHaankoHus xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot 49 ua/mL
45 no 55 mkr/mn BeHsankoHUsa xnopuaa HO

Microbial purity / MukpoGuonoruyeckasn

yucrora
Total aerobic microbial count (TAMC)/ Obwee Not more than 102 CFU /ml /
yucno aapobHbix bakTepuin He Gonee 10° KOE/Mn <1 UFC/ml
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml/
Obuwee 4ncno APOXIKEBBIX U NNECHEBLIX TPMBoB He Gonee 101 KOE/mn <1 UFC/mI
Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteve B 1 mn Absent/ml|
Staphylococcus aureus Absence in 1 ml/ OTtcyTcTBue B 1 Mn

Absent/ml
Package / YnakoBka 10 mL in an amber glass bottle with a Complies / CooTseTcTBYET

polypropylene 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 10 mn npenapata Bo G1aKOH TEMHOTO

CTeKNa C HaBUHYUBAEMON NONUNPONUIEHOBON

KPbILIKOA CO BCTPOEHHON NUMNETKOW M3 cTekna Tuna

3 (EBp. ®.) n bpombyTunkaydyka.

Mo 1 conakoHy C MIHCTPyKUMEN NO NPUMEHEHNIO B
nayky KapTOHHYIO.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia | HaauBwH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55221
MANUFACTURE DATE: / OATA U3rOTOBMEHUSA: 02/2025 C.A | CEPTUOUKAT AHAINU3A: 1373/25
ANALYTICAL PROC. N°: / IPOTOKOIT AHATNMW3A Ne: SRAS-OWACU6.5 EXP./ CPOK FrOAHOCTW: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UICTOMHUK METOOOB AHANU3A! Normative documentation / HopmaTtusHas
AokymeHTauus 1 N012984/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOL, MPOAYKTA KNUEHTA: 81 775839

API NAME, INN / HAMUMEHOBAHWE tDAPMALlEBTI/NECKOf& CYBCTAHUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumeTasonuH
APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOOUTENA ®APMALEBTUYECKOU CYBCTAHLUUNU:

24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUA ®APMALEBTUYECKOWN CYBCTAHLMK NPOU3BOAUTENA
rno: 24090271

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOANTENA ®APMALIEBTU4ECKOU CYBECTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /

3urdpua dapmaXemukanven MuHaeH TmMEX

COUNTRY OF MANUFACTURE OF THE API / ;
CTPAHA MPOU3BOANTENS ®APMALIEBTUYECKOMN CYBCTAHLINW: Germany / Mepmarus

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuundukauum PesynbTraTthl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTtBeTcTByET

COOTBETCTBUM C HOPMATMBHOMN JOKYMEHTaLMEN.

Storage / XpaHeHue: At temperature below 25°C. / Npu Temnepatype He Bbille 25°C.

Shelf life / Cpok rogHoctm: 3 years (-1 month) / 3 roaa (-1 mecsiu)

REMARKS / lNpnmevaHue:
The Product conforms to ND/
MpoaykT cooTeeTcTayeT TpeGosanuam HA

BATCH REMARKS / lpumeyaHue ans cepum:

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 AAHHAs napTva NpPoOBEpeHa B
COOTBETCTBWM C paspelleHnem Ha mMapkeTuHr u Esponeickum pykoBOACTBOM no Haanexalwen npon3BoOACTBEHHOM
npakTuke ANs NekapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk:
DECISION / 3aknio4eHne: Aw/wde (}Q

Soénia Chainho . 2 [P~

M. Inés Ribeiro DATE / flara: 2] / O:)/ 2\-'475_
QUALIFIED PERSON / OtBeTcTBEHHOE NULO: m;o
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