SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINNU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOQ MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 45390
MANUFACTURE DATE: / JATA U3rOTOBIEHUA: 11/2024 C.A /| CEPTU®UKAT AHATIU3A: 5789/24
ANALYTICAL PROC. N°: / MPOTOKON AHANN3A Ne: SRAS-9WACU6.4 EXP./ CPOK TrOAHOCTW: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM ICTOYHUK METOOAOB AHAJNMWU3A: Normative documentation / HopmatusHas
AokymeHTayma [ NQ12964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOL, NPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMUMEHOBAHUE ®APMALEEBTUYECKOW CYECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OxkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUWU NPOU3BOAUTENA ®APMALIEBTUHECKOW CYBCTAHLIUU:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOU CYBCTAHLUMUU NPOU3BOJUTENA
rMao: 24080086

APl MANUFACTURER NAME / :
HAUMEHOBAHWE NPON3BOAUTENA ®PAPMALEBTUYECKOWN CYBCTAHLMMN: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemukanved MunaeH MueX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPON3BOAUTENA ®APMALIEBTUMECKOU CYECTAHUUMU: Germany / FepMaHus

TESTS SPECIFICATIONS RESULTS
Mokasarenun Cneuundmkaumm Pe3ynbraThl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / [NpoapauHbiin Complies / CooTBeTcTBYeET
MNU  NOYMTA NPO3payHblii  pacTBOp OT NOYTY
©ecuseTHOro go cnabo-xenToro LUBeTa.

Identity/ MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopupa with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTCTBYET
Bpemss  yaepXuBaHWsi OCHOBHOFO MUKa Ha
XpomaTtorpamMmMe WCMbLITYEMOro pacTtBopa AOMKHO
COOTBETCTBOBATL BpeMeHU yAEpXUBaHUA
OCHOBHOTO NMUKa Ha XxpomaTorpamme CTaHAapTHOro
pacteopa OKCcMMeTa3onuHa rmapoxnopuaa,
Norny4YeHHOW NpU KONMYECTBEHHOM OonpeaeneHuu.

Benzalkonium chloride / BeH3ankoHust Retention time of the main peak in the
xnopua chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard | Complies / CooTBeTcTayeT
solution obtained in the Assay test. / Bpewms
yAEPXUBAHWA OCHOBHOTO MUKa Ha XpoMarorpamme
MCMbITYEMOrO pacTBOpa AOMKHO COOTBETCTBOBATL
BPEMEHN YAEpXUBaHWSA OCHOBHOTO MWKa Ha
XxpomaTtorpamme CTaH4apTHOro pacTeopa
OeH3ankoHus xnopuaa, nony4eHHon npu
KONUYECTBEHHOM OnpeaerneHnm.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOTO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 %

Russia / Ha3uBuH® Kannu HasanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHWA KOA NPOAOYKTA:

704532

BATCH Ne / NAPTUA Ne /: 45390

MANUFACTURE DATE: / OATA U3rOTOBJIEHUA:

11/2024

C.A | CEPTUDUKAT AHAFNU3A: 5789/24

ANALYTICAL PROC. N°: / MTPOTOKON AHATNU3A Ne: SRAS-9WACUG.4

EXP. / CPOK FOAHOCTH: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIW WCTOYHWK METOAOB A

nokymeHTaums I N012964/01-240523

HATIW3A: Normative documentation / HopmaTusHas

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOl NPOAYKTA KITUEHTA: 81775839

API NAME, INN / HAMMEHOBAHWE ®APMALEEBTUYECKOWN CYECTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OxcMmeTasonuHa ruapoxnopua,

MHH: OkcumMeTa3onuH:

APl MANUFACTURER BATCH NUMBER /
24252103

HOMEP CEPWW NPOU3BOAUTENSA ©OAPMALIEBTUYECKO

 CYBCTAHLIVK:

FP MANUFACTURER API BATCH NUMBER / HOMEP CEP

rno: 24080086

NN DAPMALEEBTUYECKOW CYBCTAHLIMU NPON3BOOUTENSA

API MANUFACTURER NAME /

HAVMEHOBAHME NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUMK: Siegfried PharmaChemikalien Minden GmbH /

3urchpun PapmaXemukanved MuHaeH rm6X

COUNTRY OF MANUFACTURE OF THE APL/

CTPAHA NPOU3BOAWUTENA ®APMALEBTUMYECKOW CYECTAHLIUW: Germany | FTepmaHus

TESTS
Moxasarenu

SPECIFICATIONS
Cneuundurkaumnm

RESULTS
PeaynbTaTthl

Clarity / Mpo3pa4HocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuuns
npenapaTa He JOIKHa npeBblwaTh
onanecLeHuno 3TanoHa CcpaBHeHusA I/BOABI
OYULLIEHHON.

Complies / CootBeTcTBYET

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / [penapat aorkeH bbiTb
fecLuBeTHbIM WM BbiAEPXUBATL CpaBHeHWe C
aTanoHom Y7.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenLHas

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

nnoTHocThb (d 20/20) 1.006

pH From 5.5t06.5/015,5006,5 59

Osmolality / OcmonAnsHOCTL From 270 to 330 mOsmolkkg / OT 270 po 330 280
mOcMonb/Kr

Related substances / PoaocTBeHHbIe NpUMecH

Impurity A (hydrolysis product) / Npumech A Not more than 0.5 % / He Gonee 0,5 %

(npoaykT ruaponmaa) <LD

Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % D

<

Individual unidentified impurity / EanHuuHas Not more than 0.1 % / He 6onee 0,1 %

HemaeHTUULMpoBaHHasa Npumech <LD

Total impurities/ Cymma npumecen 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 AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KOA NPOOYKTA: 704532 BATCH Ne / MAPTKA Ne /: 45390
MANUFACTURE DATE: / BATA U3rOTOBNEHUA: 11/2024 C.A /| CEPTU®UKAT AHATU3A: 5789/24
ANALYTICAL PROC. N°: / IPOTOKONT AHAINN3A Ne: SRAS-9WACU6 .4 EXP./ CPOK TOOQHOCTW: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOIOB AHAIU3A: Normative documentation / HopmaTtusHas
fokymeHTauus M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO MPOAYKTA KNUEHTA: 81775839

APl NAME, INN / HAMMEHOBAHUWUE ®APMALIEBTUYECKOU CYBCTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPW NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUWU:
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYBCTAHUWUWN NPOU3BOAUTENA
M®: 24080086

APl MANUFACTURER NAME / B
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHUMWUMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanmed Munaed Mu6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALEEBTUMECKOW CYBCTAHLIUU: Germany / lepmaHus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuundumkauum Pezynbrartel

Assay / KonuyecTBeHHOe onpeaeneHue

Oxymetazoline hydrochloride / OkcumeTasonuHa From 475 to 525 pg/mL of oxymetazoline 501
rmapoxnopug hydrochloride/ O1 475 no 525 mkr/mn
OKCUMETa3oNKuHa ruapoxnopuaa.

Benzalkonium chloride / BeHsankorus xnopug, From 45 to 55 ug/mL of benzalkonium chloride/ Ot 45
45 pno 55 mkr/mn 6eH3ankoHns xnopunaa

Microbial purity / Mukpo6uonoruyeckas

yucrora
e ot count (TAVC) OB | Ko mor 10" CFU /i <t GFu /m

He 6onee 10" KOE/mn

i 1

6o, socegera e sseA AR | o Lo 10 G <1 CFU/mi

He Bonee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ Otcytctemne B 1 mn Absent / OTcyTcTayloT
Staphylococcus aureus Absence in 1 ml/ OTtcyTcTBMe B 1 MN

Absent / OtcyTcTBYIOT

Package / YnakoBka 10 mL in an amber glass bottle with a Complies / CooTeetcTByeT

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 driakoH TEMHOTO

cTeKna ¢ HaBUHYUBaEMOWM NONUNPONUNEHOBON

KPbILLKOI CO BCTPOEHHON NUNETKOW U3 cTekna Ttuna

3 (EBp. ©.) n 6pombyTUnKayyyKa.

Mo 1 chnakoHy ¢ MHCTPYKLUWEN No NPUMEHEHUIO B
NayKy KapTOHHYIO.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaaueuH® kannu HasanbHbie 0,05% Poccus / j
ARTICLE CODE/ BHYTPEHHUN KOL MPOAYKTA: 704532 BATCH Ne / MAPTUSA Ne /: 45390
MANUFACTURE DATE: / AATA U3rOTOBIEHUA: 11/2024 C.A | CEPTUOUKAT AHATIU3A: 5789/24
ANALYTICAL PROC. N°: / TPOTOKON AHAJTU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOOQHOCTMW: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIV NCTOYHUK METOOOB AHANW3A: Normative documentation / HopmatusHas
aokymeHTauma I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHMIA KOO, NPORYKTA KINMEHTA: 81775839

API NAME, INN / HAUMEHOBAHWE ®APMALIEEBTMYECKOW CYBCTAHLUNN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rmapoXopuAa, MHH: OKcMmMeTa3onuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWUU NPOU3BOAUTENA ¢APMAL1EBTVIL1ECKOﬁ CYBCTAHLWU:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUYW ®APMALIEBTUMECKOWU CYBCTAHLMW NPOU3BOOUTESA
rMo: 24080086

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENA tDAPMAuEBTW-IECKOFI CYBCTAHLIUMN: Siegfried PharmaChemikalien Minden GmbH /
3urdpun, dapmaXemukanued MuHaeH mb6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOW3BOOAUTENA dJAPMALlEBTW-IECKOﬂ CYBCTAHUMWUW: Germany / epmanns

TESTS SPECIFICATIONS RESULTS
MokaaaTenu Cneuudonkaumm Pe3ynbTaThl
Labeling / MapkupoBka According to Normative documentation. /| B Complies / CooTseTcTBYET
COOTBETCTBUM C HOPMATUBHOI AOKYMEHTaLMen.

Storage / XpaHeHue: At temperature below 25°C. / Mpw TemnepaTtype He Bbile 25°C.

Shelf life / Cpok rognocTu: 3 years (-1 month) / 3 roaa (-1 mecsu)

REMARKS / NpumeyvaHue:
The Product conforms to ND/
MpoaykT cootBeTCTBYET TpeboBanam HI

BATCH REMARKS / lMpumeyvanue anst cepuu:

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, UTO AaHHAA napTus nNpoBepeHa B
COOTBETCTEMM C paspelieHneM Ha MapKeTuHr 1 Esponerckum pyKOBOACTBOM MO Hagnexalluei Mpov3BOACTBEHHON
npakTvke ANA NekapCTBEHHbLIX NPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, SA.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NPOAYKTA

PRODUCT / IPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3ueuH® kannu HasanbHble 0,05% Poccusn /

ARTICLE CODE / BHYTPEHHUU KOA NMPOAYKTA: 704532 BATCH Ne / NAPTUA Ne /: 45390
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 11/2024 C.A /| CEPTU®OUKAT AHANU3A: 5789/24
ANALYTICAL PROC. N°: / TPOTOKOIN AHATU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOQHOCTM!: 10/2027

ANALYTICAL REFERENCE / PEGEPEHTHbIA UCTOYHUK METOAOB AHAJU3A: Normative documentation / HopmaTusHas
pokymentauua N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO[ NPOAYKTA KINEHTA: 81775839

API NAME, INN / HAUMEHOBAHUWE ®APMALIEBTUMECKOUW CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoXNopua, MHH: OkcumeTas3onuH:

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPWW NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLNUN:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOM CYBCTAHLUUA NPOU3BOOUTENA
rN®: 24080086

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUMM: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanmeH MunaeH Mm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENS ®APMALIEBTUYECKOWN CYBCTAHLIUK: Germany | TepmaHnua

ANALIST / AHanuTuK:

Sénia Chainho DECISION / 3akriiouenme: éﬁ’?ﬂw,‘,qu,cQ
DATE / fata: Ny / 20l4 é _

Nifinesstibeio QUALIFIED PERSON / OTBETCTBEHHOE ULIO:
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