SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasauBuH® kannu Ha3zanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KO MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55222
MANUFACTURE DATE: / AATA U3TOTOBIEHWUA: 03/2025 C.A/ CEPTU®UKAT AHANU3A: 1374/25
ANALYTICAL PROC. N°: / MPOTOKONN AHAITU3A Ne: SRAS-9WACU6.5 EXP./CPOK rOgHOCTMW: 02/2028

ANALYTICAL REFERENCE / PEQEPEHTHbI® UICTOYHUK METOOOB AHANWU3A: Normative documentation / HopmatusHag
aokymeHTaums N1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOf} NPOAYKTA KNMUEHTA: 81775839

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYBCTAHLWUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumerasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALIEBTUYMECKOWN CYBECTAHLIUN:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYMECKOU CYBCTAHLIMM NPOU3BOAUTENA
MNo: 24080271

API MANUFACTURER NAME / :
HAMMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBECTAHUMWMU: Siegfried PharmaChemikalien Minden GmbH /
3urcbpug PapmaXemukanued MuHaeH MeXxX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOU CYECTAHLUU: Germany / lepmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneunduxkaumum Peaynbrarhbl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3payHbliit Complies / CooTBeTcTByeT
WM NOYTU NPO3paYHbiii pacTBOp OT MNOYTH
becupeTHOro 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
OkcumeTasonuHa ruapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems  yaepXuBaHUS  OCHOBHOrO nuka  Ha
XpoMmaTtorpamme WCNbITYEMOro pacTtsopa LOMKHO
COOTBETCTBOBATL BpeMeH yAepXKUBaHUA
OCHOBHOIO NMUWKa Ha XxpomaTorpamMmme CTaHAapTHOIoO
pactBopa oKcMMmeTasonuHa rmapoxnopuaa,
Nonyy4eHHoA NpU KONMYECTBEHHOM onpeaeneHun.

Benzalkonium chloride / BeHzankoHusi Retention time of the main peak in the | Complies/CooTeeTtcrayer
xnopug 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. / Bpewms
yAepXUBaHUsi OCHOBHOIO NUKa Ha xpomaTorpaMmme
MCMbITYEeMOro pacTBopa AOCMKHO COOTBETCTBOBATH
BPEMEHN YAEPXKWBaAHUS OCHOBHOMO MuKa Ha
Xpomartorpamme cTaHA4apTHOro pacTeopa
6eHsankoHusa xnopnaa, Nnony4eHHoN npu
KONMMYECTBEHHOM ONpeaeneHunn.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FrOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOL NPOAYKTA: 704532

BATCH Ne / NTAPTUA Ne /: 55222

MANUFACTURE DATE: / DATA U3rOTOBINEHWUA: 03/2025

C.A/ CEPTU®UKAT AHATIU3A: 1374/25

ANALYTICAL PROC. N° / MPOTOKOJ AHAJTU3A Ne: SRAS-9WACU6.5

EXP./ CPOK TOOHOCTW: 02/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIW UCTOYHUK METOAOB AHAIMU3A: Normative documentation / HopmaTusHas

aokymenTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUMW KOl NPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuua rugpoxnopua, MHH: Okcumetasonud

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALEBTUHECKOWU CYBCTAHLIUMU:

24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOW CYECTAHLIUK NPOU3BOOQUTENA

rNo: 24090271

APl MANUFACTURER NAME /

HAMMEHOBAHME NPOU3BOAUTENA ®APMALEEBTUYECKOW CYECTAHLUMN: Siegfried PharmaChemikalien Minden GmbH /

3urdopug PapmaXemukanued MudgeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIUU: Germany / lepmanus

TESTS
MNokazaTtenu

SPECIFICATIONS
Cneundukaummn

RESULTS
PesynbTrarthl

Clarity / [po3pay4HocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenapata He [omkHa npeebIWaThb
onarnecueHUMio 3TanoHa cpaBHeHust |/Bogb!
OUYULLIEHHOMN.

Complies / CooTtBeTCTBYET

Color/ UBeTHocTb

The product should be colorless or be comparable
to reference solution Y+. / Mpenapat gomxeH 6bITb
6ecuBeTHbIM MNU BblgepXuBaTk CpaBHeEHWE C
3TanoHoM Y7.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTennHas

From 1.006 to 1.010/ OT1 1,006 a0 1,010

nnoTtHocTb (d 20/20) 1.008
pH From5.5t06.5/ 07155 006,5 59
Osmolality / OcmonsnbHOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330

MOCMONL/Kr 275 mQOsmol/kg
Related substances / PogcTBeHHbIE npuMecy
Impurity A (hydrolysis product) / Npumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(NpoaykT ruaponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EannnyHas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUdMLMpoBaHHAs NPUMECH

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

Total impurities/ Cymma nprmecen
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAINMU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KO MPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 55222

MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 03/2025

C.A /| CEPTU®UKAT AHAJTU3A: 1374/25

ANALYTICAL PROC. N°: / MPOTOKO/ AHAJTU3A Ne: SRAS-9WACUGB.5

EXP. / CPOK TOAHOCTMW: 02/2028

AokymeHTauma N N012964/01-240523

"ANALYTICAL REFERENCE / PEGEPEHTHBIN UCTOYHMK METOOOB AHANU3A: Normative documentation / HopmaTtusHas

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOA NMPOAYKTA KNUEHTA: 81775839

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYBCTAHUUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTrasonuna rugpoxnopua, MHH: OkcumeTtasonuH

24252103

API MANUFACTURER BATCH NUMBER / HOMEP CEPUWX MPON3BOAUTENA ®APMALEBTUYECKOU CYBCTAHLIUU:

Mo: 24090271

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUW ®APMALIEBTU4ECKOW CYBCTAHLIMM NPOU3BOAUTENSA

API MANUFACTURER NAME /

3urchpua PapmaXemukanueH MungeH Mo X

HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALEBTUYECKOW CYBCTAHLUMU: Siegfried PharmaChemikalien Minden GmbH /

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA PAPMALIEBTUYECKOUN CYBCTAHLIMU: Germany / Tepmanus

TESTS SPECIFICATIONS RESULTS
Moka3aTenu Cneuudpukauumn PesynbsTraTthl
Assay / KonnyecTBeHHOe onpegeneHue
Oxymetazoline hydrochloride / OkcumeTasonuHa From 475 to 525 pg/mL of oxymetazoline 502 ua/mL
rmapoxnopua hydrochloride/ O1 475 no 525 mkr/mn Hg/m
OKCUMETA30MMHa T’MAPOoXopnaa.
Benzalkonium chloride / BensankoHus xnopug From 45 to 55 ug/mL of benzalkonium chloride/ Ot
49 pg/mL
45 po 55 mkr/mn 6eH3ankoHns xnopuaa
Microbial purity / Mukpo6uonoruyeckas
yucrorta
Total aerobic microbial count {(TAMC) / O6wee Not more than 102 CFU / ml /
4ucno aspobHeix HakTepui He Gonee 10> KOE/mn <1 UFC/ml
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml/
ObLee YMcno ApPoXCKEBLIX U MIECHEBLIX TPMBoB He Gonee 1 01 KOE/mn <1 UFC/mi
Pseudomonas aeruginosa Absence in 1 ml/ OTtcytctBue 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
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 npenapata Bo ¢nakoH TEMHOTO
cTekna ¢ HaBMHYMBaEMON NONUMPONUNEHOBOMN
KPLILLKOW CO BCTPOEHHOW NUMNETKOW M3 cTekna Tuna
3 (EBp. @.) u 6pombyTUNKayyyKa.
Mo 1 chnakoHy ¢ MHCTPYKUMEA NO NPUMEHEHUIO B
nayKy KapTOHHYIO.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIU3A TOTOBOIO NPOLAYKTA

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

ARTICLE CODE / BHYTPEHHWI KOO NPOOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55222
MANUFACTURE DATE: / BATA U3rOTOBJIEHWA: 03/2025 C.A /| CEPTU®UKAT AHANU3A: 1374/25
ANALYTICAL PROC. N°: / TPOTOKOJ AHAJTU3A Ne: SRAS-9WACUG.5 EXP./ CPOK TOQHOCTW: 02/2028

ANALYTICAL REFERENGE / PEOEPEHTHBIM UICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatueHas
AokymenTtaums I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KO NPORYKTA KIUEHTA: 81775839

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUMECKOW CYECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMmeTta3zonuHa rugpoxnopua, MHH: OkcumeTtaszonuH

AP MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPON3BOAUTENA ®APMALEEBTUMECKOWN CYBCTAHLIUM:
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUY ®APMALIEBTUMECKOW CYBCTAHLIUM NPOU3BOAUTENA
rNo: 24090271

API MANUFACTURER NAME / 5
HAUMEHOBAHMWE NMPOU3BOAUTENSA ®APMALEBTUYECKOU CYBCTAHUMWM: Siegfried PharmaChemikalien Minden GmbH /
3urdopua PapmaXemukanueH MunaeH Mm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYECTAHLIMN: Germany / epmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundukaumm Pe3ynkTatb!
Labeling / Mapkuposka According to Normative documentation. / B Complies / CooTBeTcTBYyeET

cooTBEeTCTBUMN C HOpMaTMBHOﬁ p,oxymeHTaLmeﬁ.

Storage / Xpanenue: At temperature below 25°C. / lNpu Temnepatype He Bbiwwe 25°C.

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

REMARKS / Npumeyanmue:
The Product conforms to ND/
MpoayxT cooTBeTcTBYET TpeboBaHusam H/1

BATCH REMARKS / lMpumeyvaHune gns cepun;

Hereby 1 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 AaHHas NapTus nposepeHa B
COOTBETCTBUW C paspelieHneM Ha MapKeTUHr U EBponeiickuM pyKoBOACTBOM MO Haanexallel npou3soACTBEHHOW
npakTuKke Ans nekapcTBeHHbIX NPOAYKTOB,

DECISION / 3aknioyeHue:

Sénia Chainho .
M. Inés Ribeiro DATE/ flata: 7 5/09/2@ 2

IST : s
ANALIST / AHanuTuk %‘/ZEV’ J

QUALIFIED PERSON / OTBetcTBEeHHOE NTULO: <t

i
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