SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIN3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu HasanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOJ MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 30899
MANUFACTURE DATE: / BATA U3IrOTOBINEHWUA: 07/2023 C.A | CEPTU®UKAT AHAINN3A:4142/23
ANALYTICAL PROC. N°: / MTPOTOKOIT AHAJTU3A Ne: SRAS-9WACRV.2 EXP. / CPOK FOAHOCTMW: 07/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHUK METOAOB AHAJNU3A: Normative documentation / Hopmatushas
JokymeHTauus N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOL, NPOAYKTA KITMEHTA: 81775838

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIUW: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOWU CYBCTAHUWW: 23010347

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NPON3BOAUTENA ®PAPMALEBTUYECKOW CYECTAHLMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAMNTENA ®PAPMALEBTUYECKOWU CYECTAHLINN: Germany

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuundonkauuu PesynsTtarht
Description/ Onucanune Transparent or almost transparent, from a nearly

coloriess to slightly yellow solution. / MNpo3apayHbiit
UAK nouTk npospauHelid pactBop oT noutn | Complies / CooTBeTCTRYET
OecuBeTHOro go cnabo-XenToro UBeTa.

Identity/ NoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcuMeTas3onuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CootBeTcTBYET
Bpemsi yaepkuBaHMA OCHOBHOMO MNuUKa Ha
XpomaTtorpaMme UCMbITYEMOro pactsopa JOIMKHO
COOTBETCTBOBATHL BpeMEHU yAepXmMBaHus

OCHOBHOTO nmka Ha XpomaTtorpamme
CTaHAapTHOro pacTteopa okcumeTasonvHa
rmapoxnopuaa, nory4YeHHoN npu

Konn4yecTBeHHOM onpeaenexHun.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the
xropuna, chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard | Complies / CooTBeTcTBYET
solution obtained in the Assay test. / Bpewms
YAEPKUBAHMS OCHOBHOTO NUKA Ha XpomaTtorpamme
UCNbITYeMOro pacTeopa A0MKHO COOTBETCTBOBATL
BPEMEHN YAEpPXKMBAHWUA OCHOBHOrO MNUKa Ha
XpomaTtorpamme cTaHgapTHOro pacteopa
GeHs3ankoHus  xrnopuga,  MOryYeHHoW  npu
KONMYECTBEHHOM OnpeaeneHuu.

Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus | Complies / CooTBeTCTBYET

npenapaTa He OOIMKHA npessIWaTh
onanecLUeHUMio 3TanoHa cpaeHeHust |/Boabl
OYULLIEHHOW.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIM3A TOTOBOIO MNMPOAYKTA

PRODU(_:T_/ MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaanBuH® kannu HazansHele 0,025% Poccus /

ARTICLE CODE / BHYTPEHHU# KO, NPOAYKTA: 704531

BATCH Ne / MAPTWUA Ne /: 30899

MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 07/2023

C.A |/ CEPTUOUKAT AHAIN3A:4142/23

ANALYTICAL PROC. N°: / MPOTOKOIT AHAJTTU3A Ne: SRAS-OWACRV.2

EXP. / CPOK TOOHOCTW: 07/2026

“ANALYTICAL REFERENCE /| PEQEPEHTHbIA UCTOYHWUK METOAOB AHAJU3A: Normative documentation / Hopmatnehas

nokymeHTauusa 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOO MPOAYKTA KIUEHTA: 81775838

AP1 NAME / HAMUMEHOBAHWE ®APMALIEBTUYECKOM CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUY ®APMALIEBTUMECKOW CYBCTAHLWN: 23010347

APl MANUFACTURER NAME /

HAMMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUYECKOW CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIUU: Germany

TESTS
MokaszaTenu

SPECIFICATIONS
Cneundukauum

RESULTS
PesynbTtathi

Color / LiBeTHoCTb

The product should be colorless or be comparable
to reference solution Y7. / Tpenapat gonxeH 6biTb
6ecuUBeTHbIM MNU  BbAEPXWBATL CpaBHEHWE C
aTancHom Y7.

Complies / CooTtseTcTBYET

Relative density (d 20/20) / OTHocuTenbHas

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

45 po 55 mkr/mn GeHzankoHns xnopuaa

nnotHocTb (d 20/20) 1.007
pH From5.5t06.5/0T155006,5
6.0

Osmolality / OcmonsinbHOCTb From 270 to 330 mOsmolkg / OT 270 go 330

MOcmonb/kr 284

" Relative impurities / PogcrseHHble npumecu

Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rupponusa)
Impurity ZP-1 / MNpumecb ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHuyHasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTMDULMPOBAHHAA NPUMECh
Total impurities/ Cymma npumecein Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonunyecTtBeHHOe onpegeneHue o
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcrmeTasonuHa ruapoxnopua, hydrochloride/ Ot 237,5 go 262,5 mkr/mn 249.0

oKCUMETA30nNMHa rmapoxnopuaa.
Benzalkonium chloride / BexsankoHus xnopua, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 50
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasauBuH® kannu HasanbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHWUI KO NPOQYKTA: 704531

BATCH Ne / MAPTUA Ne /: 30899

MANUFACTURE DATE: / DATA U3rOTOBNEHWUA: 07/2023

C.A /| CEPTU®UKAT AHAINMN3A:4142/23

ANALYTICAL PROC. N°: / TPOTOKOJ1 AHAIMU3A Ne: SRAS-9WACRV.2

EXP./ CPOK rOAHOCTW: 07/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOOB AHAMWU3A: Normative documentation / HopmatueHaa

pokymeHTaums M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOZ MPOAYKTA KIUEHTA: 81775838

API NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBCTAHLIUW: 23010347

API MANUFACTURER NAME /

HANMEHOBAHUE NPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHLMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOOUTENSA ®APMALIEBTUYECKOW CYECTAHLIUWU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukauymm Pesynbrarbl
Microbial purity / Mukpo6uonoruyeckas
yucrorta
Total aerobic microbial count (TAMC) / Not more than 10> CEU /ml / <1CFU/ml
Obwee 4ncno aspobHbIx bakTepuii He 6onee 10% KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10' CFU /ml / <1 CFU/ml

O6LLee YMCIo APOXCKEBLIX U MNECHeBLIX rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 101 KOE/mn

Absence in 1 ml / OtcytcTBue B 1 Mn

Absence in 1 ml/ OtcyTtcteve B 1 Mn

Absent / OtcyTcTByYtOT

Absent / OTcyTcTRYIOT

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 ¢rakoH TEMHOrO
CTekna € HaBUHYMBAEMOW NOSUMNPONUMIEHOBOM
KPbILWKOW CO BCTPOEHHOM NUNETKOW M3 cTekna Tuna
3 (EBp. @.) u 6pombyTUNKaydyKa.

Mo 1 cnakoHy ¢ MHCTPYKUMEN NO

NMPUMEHEHUIO B NaYKy KapTOHHY!O.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUU C HOPMATUBHOMN
LOKyMeHTauuen.

Complies / CooTBeTCTBYET

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaType He Bbilwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roga
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HazanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUI KO MPOAYKTA: 704531 BATCH Ne / MAPTWA Ne /: 30899
MANUFACTURE DATE: / BATA U3IOTOBJIEHUA: 07/2023 C.A | CEPTUOUKAT AHAJIN3A:4142/23
ANALYTICAL PROC. N°: / MPOTOKOJT AHAIU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FTOOHOCTW: 07/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIM UICTOYHUK METOAOB AHAINMW3A: Normative documentation / HopmatusHas
nokymeHtauunsa N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUWA KOA NPOOYKTA KITUEHTA: 81775838

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIUN: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYECTAHLIMM: 23010347

APl MANUFACTURER NAME /
HAMMEHOBAHUWE NMPOU3BOOUTENA ®APMALIEBTUYECKOW CYECTAHLIUMU: Siegfried PharmaChemlkallen Minden

COUNTRY OF MANUFACTURE OF THE AP{/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKOU CYECTAHLIMN: Germany

REMARKS / NMpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeboraHusm HJ1

BATCH REMARKS / lpumeuanue gnsa 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. / [JaHHbIM CBMAETENLCTBYIO, YTO AaHHasi NapTWs NpoBepeHa B
COOTBETCTBUW C paspelueHuEM Ha MapkeTWHr u EBponeickum pykoBOACTBOM MO Hagnexaliell Npou3BOSCTBEHHON
npakTuke Anst NEKapCTBEHHBIX NPOAYKTOB.

ANALIST / Ananutuk: DECISION / 3aknioveHue: /j’ P/,
Vera Lopes // 7
DATE / JaTta: / 3 /df 2
Jodo Melo QUALIFIED PERSON [ OTBeTCcTBEHHOE NUUo:
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