SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin h]as_al Drops 0.05 % Russia/ HasauBuH® kannu HazanbHble 0,05% Poccua /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31089
MANUFACTURE DATE: / AATA U3rOTOBINEHWUA: 08/2023 C.A/ CEPTU®UKAT AHATTU3A: 4922/23
ANALYTICAL PROC. N°: / MTPOTOKON AHAINU3A Ne: SRAS-9WACUG.4 EXP./CPOK rOQHOCTW: 08/2026

“ANALYTICAL REFERENCE / PEQEPEHTHbLIA NCTOYHUK METOﬁE)B AHANWU3A: Normative documentation / HopmatusHas
AoKymeHTauna N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KNUEHTA: 81775839

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHUWUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALEBTUYECKON CYBCTAHLWW: 23060166

API MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOWN CYBCTAHLIMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOJANTENA ®APMALIEBTUMECKOWU CYBCTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudukaumm PesynbTraTh!
Description/ Onucanue Transparent or almost transparent, from a nearly ]

colorless to slightly yellow solution. / Mpoapauxsii Complies / CooTseTcTByeT
UNW  NOYTU NPO3PayYHbIA  PacTBoOP OT NOYTK
BecuBeTHOro Ao cnabo-xenToro LeeTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies / CooTBeTcTByET
Bpema  yaepxuBaHMA  OCHOBHOrO nuka  Ha
XpomaTtorpaMme VCrMbITYeMOro pacTeopa [JOMKHO
COOTBETCTBORATHL BpeMeHu yAepKuBaHua
OCHOBHOTO NiKa Ha XpoMaTorpammMe CTaHAapTHOro
pacTeopa OKCHMETa30NNHa ruapoxnopuaa,
NONY4YEHHOM NPW KONUYECTBEHHOM ONpPeAeneHnu.

Benzalkanium chloride / Bensankonus 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 / CooTBeTcTBYET
solution obtained in the Assay test. / Bpems
YAGPXKUBAHUSA OCHOBHOIO NUKA Ha XpomaTorpamme
UCMbITYEMOro pacTeopa AONMKHO COOTBETCTBOBATL
BPEMEHN YAEpPXUBAHWA OCHOBHOrO nuKa Ha
XpomartorpaMme CTaHAaPTHOrO pacTteopa
GeHaankoHus xnopuaa, NonNyyYeHHON npu
KONUYECTBEHHOM OnpeaeneHun.

Clarity / Mpo3pa4HocTs The opalescence of the product should not exceed |
the opalescence of the reference
suspension l/purified water. / OnanecueHuus

npenapata He AOMKHA npesblwate | Complies / CooTBETCTBYET
onanecuUeHUMI0  3TanoHa cpaBHeHus |/soaebl

OYNLLIEHHOWN.,
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTN3A FTOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uenH® kannu Ha3anbHbie 0,05% Poccua /

ARTICLE CODE / BHYTPEHHUI KOJ] MPOAYKTA: 704532 BATCH Ne /NMAPTUA Ne /: 31089
_MANUFACTURE DATE: / DATA U3rOTOBNEHWA: 08/2023 C.A/CEPTU®WUKAT AHANN3A: 4922/23
ANALYTICAL PROC. N°: / MIPOTOKON AHAJIN3A Ne: SRAS-OWACUS.4 EXP./CPOK rOIHOCTM: 08/2026

| ANALYTICAL REFERENCE | PE®EPEHTHBIA NCTOYHUK METOOB AHATWU3A: Normative documentation / HopmaTtusHas
| AokymeHTauua N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOl NPOAYKTA KNMEHTA: 81775839

APl NAME / HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHLIUN: Oxymetazoline Hydrochloride

AP1 BATCH NUMBER / HOMEP CEPUI ® APMALIEBTUMECKOW CYBCTAHLINK: 23060166

APl MANUFACTURER NAME /
HAMMEHOBAHWE NPOU3BOAWUTENSA ®APMALIEBTUYECKON CYECTAHLMWN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOANTENA ®APMALIEBTUMECKON CYECTAHLUMWW: Germany

TESTS SPECIFICATIONS RESULTS
MNokasartenu Cneuucbukaumn Peaynstars!
Color / LiBeTHOCTL The product should be colorless or be comparable

to reference solution Y7. / Mpenapat gorkeH 6biTs
GecuBeTHbBIM UK BblAEPXNBaATL CpaBHenune cC Comp|ies / COOTBeTCTByeT
aTanoHom Y7.

Relative density (d 20/20) / OtHocuTensHan From 1.006 to 1.010/ Ot 1,006 pno 1,010 1.007

nrnotHocTb (d 20/20) '

pH From5.5t06.5/0155006,5 59

Osmolality / OcMonsinsHoCTL From 270 to 330 mOsmol/kg / OT 270 pgo 330 278

mOcmonb/kr

Related substances / PogcTeeHHble npumecn

Impurity A (hydrolysis product) / Npumecs A Not more than 0.5 % / He 6onee 0,5 % . o

(MpoayKT ruaponuaa) < Detection Limit

Impurity ZP-1/ Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % ) L
< Detection Limit

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

HeneHTNNLUMpPoBaHHas NPUMeCh < Detection Limit

Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % ) .
< Detection Limit

Assay | KonnyectBeHHoe onpepenenue

Oxymetazoline hydrochloride / OkcumeTasosnvna From 475 to 525 pg/mL of oxymetazoline 496
ruapoxnopua hydrochloride/ OT 475 no 525 mkr/mn
OKCMMETAa30MNuHa rnapoxnopnaa.

Benzalkonium chloride / BensankoHusa xnopua From 45 to 55 pg/mL of benzalkonium chloride/ Ot

45 a0 55 mkr/mn 6eH3ankoHNs xnopuaa 51
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANN3A TOTOBOIO NPOAOYKTA

PRODUCT / NMPOAYKT: Nasivin Nasal Drops 0.05 % Russia/ Ha3MBMH@_) Kannu HasanbHble 0,05% Poccuna /

ARTICLE CODE / BHYTPEHHUW KOA NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31089 _
MANUFACTURE DATE: / DATA U3FOTOBNEHUA: 08/2023 C.A/ CEPTUOUKAT AHANTN3A: 4922/23
ANALYTICAL PROC. N°: / MTPOTOKON AHATIN3A Ne: SRAS-9WACU6.4 EXP./ CPOKTOAHOCTMW: 08/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIA UCTOYHUK METOJOB AHATNU3A: Normative documentation / HopmaTueHas
Aokymertaumns N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KO NPOAYKTA KINUEHTA: 81775839

API NAME / HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYECTAHUWNWN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUY ©®APMALIEBTUYECKOW CYBCTAHLIWW: 23060166

API MANUFACTURER NAME / § 1
HAUMEHOBAHWE NPOU3BOANTENSA ®APMALIEBTUMECKOW CYBCTAHLIWM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / ] o
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIMM: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuundmxauum PesynbTraThl

Microbial purity / Mukpo6uonoruueckas
yucrorta

Total aerobic microbial count (TAMC)/ O6wee Not more than 102 CEU / ml /

. <1 CFU /ml
4Yncno aspoBbHelix BakTepuit He Gonee 102 KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10" CEU / ml /

OBLuee 4ncno ApoXOKEBbIX U NITECHEBLIX rPMBOB <1 CFU/mi

He Gonee 101 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTave 8 1 mn

Absent / OtcyTcTayioT
Staphylococcus aureus Absence in 1 ml/ OtcytcTeue B 1 mn

Absent / OtcyTcTayioT
Package / YnakoBka 10 mL in an amber glass bottle with a i

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 8o priakoH TEMHOrO

CTekna ¢ HaBMHYMBaAEMOW NONUNPONUNEHOBOMN

KPBILKOW CO BCTPOEHHOW NUNETKOM U3 cTekna Tvna

3 (Esp. @.) n BpomByTunkayuyka.

Mo 1 chnakoHy ¢ UHCTPYKUMEN NO NPUMEHEHMIO B
navky KapTOHHYIO.

Complles / CooTsetcTayer

Labeling / Mapkunposka According to Normalive documentation. / B
COOTBETCTBUU C HOPMATUBHOW AOKYMEHTaLMEN. Complies / CootseTtctayer

Storage / XpaHenue: At temperature below 25°C. / Mpu Temnepatype He Bbiwe 25°C,

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

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A rOTOBOIO NPOLAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Haaueuu® kannu HazanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUW KO, MPOAYKTA: 704532 BATCH Ne / NAPTUA Ne /: 31089
MANUFACTURE DATE: / DATA U3IrOTOBNEHWS: 08/2023 C.A/CEPTUDUKAT AHANU3A: 4922/23
ANALYTICAL PROC. N°: / MIPOTOKOI AHAJIN3A Ne: SRAS-9WACUG.4 EXP./ CPOK FrOQAHOCTM: 08/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIN WCTOYHUK METOOOB AHANWN3A: Normative documentation / HopmaTusHas |
| AokymeHTaumua N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWIN KOA, NPOAYKTA KNUEHTA: 81775839

APl NAME / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYBECTAHLUWKN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUY ® APMALIEBTUMECKOW CYBCTAHLNKU: 23060166

API MANUFACTURER NAME / .

HAWMEHOBAHWE NPOMU3BOOUTENA ®APMALIEBTUMECKON CYBCTAHLIUN: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API / .
_CTPAHA NPOU3BOANTENA ®APMALIEBTUYECKOWN CYECTAHLIUN: Germany

REMARKS / Mpumevanmne:
The Product conforms to ND/
MNpoaykt cooreeTcTBYET TpebosBaHuam HA

'BATCH REMARKS / Mpumeyauune ana 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. / JauHbiM CBUAETENLCTBYIO, YTO AaHHAs NapTus NpoeepeHa B
COOTBETCTBMN C paspelueHnmem Ha MapkeTuHr n Esponeickum pykoBOACTBOM MO Hagnexalieh NPon3BOACTBEHHON
npakTuKe A51a NeKkapCTBeHHbIX MPOAYKTOB. |

“ANALIST / AHanuTuk: / —
DECISION / 3akniovenne: /x{ {(M(._f

Vera Lope?s . DATE:’ﬂaTa: f?%\ 7/‘?2
M. Ines Ribeiro QUALIFIED PERSON / OTBetcTBeHHoe nuuo:
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