SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAINU3A FOTOBOIO NPOOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu Ha3anbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA MPOAYKTA: 704532 BATCH Ne / TAPTUA Ne /: 31120
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 09/2023 C.A/ CEPTUOUKAT AHANU3A: 4927/23
ANALYTICAL PROC. N°: / MPOTOKON AHATIN3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOAHOCTMU: 09/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIW UCTOYHUK METOOB AHANU3A: Normative documentation / HopmaTueHas
nokymeHratus NMN012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NMPOAYKTA KIUEHTA: 81775839

API NAME / HAMMEHOBAHWE ®APMALEEBTUYECKON CYBCTAHUUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALUEBTUYECKOW CYBCTAHLWU: 23060166

API MANUFACTURER NAME / ] a
HAUMEHOBAHWE NPON3BOAUTENSA ®APMALIEBTUMECKOWN CYECTAHLMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAAMTENA ®APMALEBTUYECKOW CYBCTAHLUMK: Germany

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneundukauum Pesynbrarhl
Description/ OnucaHue Transparent or almost transparent, from a nearly -

colorless to slightly yellow solution. / MpospauHsbiit Complies / CooTeeTcTBYyeT
WU NOYTW NPO3padHbIi  PacTBOP OT  MOYTK
BecLseTHOro o cnabo-xenToro LpeTa,

Identity/ MoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuna rugpoxnopva with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies / CooTeeTcTaYET
Bpems  yaepxvBaHWsS  OCHOBHOrO nuKa Ha
XpomaTorpamme WCNbLITYEMOro pacrsopa AOMKHO
COOTBETCTBOBATL BpeEMeHU yAepKUBaHUA
OCHOBHOTO N1Ka Ha XpomaTorpamme CTaHAapTHOro
pacTeBopa oKCUMEeTa3onuHa rmapoxnopuaa,
MOMyYEeHHON NPWU KONWYECTBEHHOM OnpeaeneHn.

Benzalkonium chloride / Bexsankonus 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 / CooteeTcTByeT
solution obtained in the Assay test. / Bpewms
YAEPXKMBAHUS OCHOBHOTO N1Ka Ha XpoMaTtorpaMmme
VCNBITYEMOro pacTeopa AO0MKHO COOTBETCTBOBATL
BPEMEHN YyaAepXWBaHWS OCHOBHOrO nuKka Ha
xpomaTtorpammMe CTanfapTHOro pacTBopa
GeHzankoHns  xnopuaa,  MonyyYeHHoi npu
Konu4ecTBeHHOM onpegeneHuu,

Clarity / NpospaurocTs The opalescence of the product should not exceed
the opalescence of the reference
suspension {/purified water. / OnanecueHuus

npenaparta He AOIMKHa npesbiwate | Complies / CooTBeTcTByeT
onanecueHumio  aTanoHa cpaBHewus  |/Bogbl
OYULLEHHOM.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOIO NPOAYKTA

| PRODUCT / NPORYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu HasansHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KOl MPOLAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 31120

MANUFACTURE DATE: / IATA U3rOTOBREHWSA: 09/2023

C.A/CEPTU®UKAT AHANMNBA: 4927/23

ANALYTICAL PROC. N°: / NPOTOKON AHANU3A Ne: SRAS-9WACUG.4

EXP./CPOK rOAHOCTMH: 09/2026

_AokymeHTaums M N012964/01-221221

ANALYTICAL REFERENCE / PE®EPEHTHbLIN NCTOYHUK METOLIOB AHAIU3A: Normative documentation / HopmatusHast

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KO NPOAYKTA KNUEHTA: 81775839

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLINW: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYMECKOWN CYBCTAHUWW: 23060166

| API MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENA ®APMALEEBTUYECKOW CYBECTAHLIUMK; Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPOU3BOAUTENA PAPMALIEBTUMECKOW CYECTAHUNU: Germany

TESTS
MokasaTtenwu

SPECIFICATIONS
Cneuucpukaumn

RESULTS
PesynbTathbi

Color / LiBeTHoCTL

The product should be colorless or be comparable
to reference solution Yz. / Mpenapat gonxen 6bITb
BecuBeTHbIM WU BLIAEPXKUBATL CpPaBHEHWE C
aTanoHom Y7.

Complies / CooTBETCTBYET

Relative density (d 20/20) / OTHocuTeNnbHaRA

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

45 no 55 mkr/mn 6eH3ankoHns xnopuaa

nnotHocTtb (d 20/20) 1.007
pH From5.5t0 6.5/ 0715,5 106,5 59
Osmolality / OcmonsanbHoOCTL From 270 to 330 mOsmol/kg / OT 270 po 330 284
mOcmone/kr
Related substances / PogctBeHHbIe npumMecu
Impurity A (hydrolysis product) / NMpumecs A Not more than 0.5 % / He 6onee 0,5 % N
(MpoAyKT rmaponvaa) <ND
Impurity ZP-1/ Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % 0.04%
B (o}
Individual unidentified impurity / Equnnynasn Not more than 0.1 % / He 6onee 0,1 %
HenzaeHTUdULMpoBaHHas NpUMech < ND
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % BT
B 0
Assay / KonnyecTtBeHHoe onpepaenexune
Oxymetazoline hydrochloride / OkxcumeTasonuHa From 475 to 525 pg/mL of oxymetazoline 505
rmapoxnopua hydrochloride/ Ot 475 no 525 mkr/mn
OKCUMETa30onHa ruapoxnopuaa.
Benzalkonium chloride / Benzankotua xnopua From 45 to 55 pg/mL of benzalkonium chloride/ OT 52
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANTU3A FOTOBOIro NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Hasausuu® kannu Ha3zanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KO NPOAYKTA: 704532 BATCH Ne / NAPTUA Ne /: 31120
MANUFACTURE DATE: / DATA U3rOTOBNEHWSA: 09/2023 C.A/CEPTUOUKAT AHATTU3A: 4927/23
ANALYTICAL PROC. N°: / NPOTOKOI1 AHAJTTU3A Ne: SRAS-9WACUS6.4 EXP./ CPOK FrOAHOCTW: 09/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIW UCTOYHUK METOOOB AHANWU3A: Normative documentation / HopmaTueHas
AokymeHTalina N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KNMUEHTA: 81775839

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOWN CYECTAHLMKN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALEEBTUMECKON CYBCTAHLINK: 23060166

API MANUFACTURER NAME / ]

HAUMEHOBAHUE NPOV3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLIUK: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAWUTENA ®APMALIEBTUMECKOW CYECTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundumkaumm PesynbTaThl

Microbial purity / MMKpOGMOJ‘IOFM‘-IGCKaSI
yucrora

Total aerobic microbial count (TAMC) / O6wee Not more than 10°> CFU / ml /

" <1 CFU/ml
4Kncno aspobHeix BakTepuin He Gonee 10° KOE/mn

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

ObLee uncno ApoxoKeBbIX ¥ NNECHEBLIX rpuBoBs <1 CFU/ml

He 6onee 10" KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyrcTtene B 1 M

Absent / OTcyTcTaylOT
Staphylococcus aureus Absence in 1 ml/ OteyteTaue R 1 Mn

Absent / OtcyTtcTayior
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 npenapara 8o hNakoH TEMHOro

CcTekna Cc HaBUHYMBAEMON NONUNPONUMEHOBON

KPbILUKOW CO BCTPOEHHOW NUNETKoN U3 cTekna Tuna

3 (EBp. ®.) v GpomByTunkayuyka.

Mo 1 dnakoHy ¢ UHCTPYKLMEN NO NMPUMEHEHMIO B
navky KapTOHHYIO,

Complies / CootsercTByeT

Labeling / Mapkuposka According to Normative documecntation. / B )
COOTBETCTBYM C HOPMATUBHOW AOKYMEHTaLel. Complies / Cootsetcrayer

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temnepatype He Bhiwe 25°C,

| Shelf life / Cpok rogHocTu: 3 years / 3 rona
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A FOTOBOIO NPOAYKTA

| PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Haansuh® kannu HazanoHble 0,05% Poccun /

ARTICLE CODE / BHYTPEHHWUI KO MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31120
MANUFACTURE DATE: / OATA U3rOTOBNEHUS: 09/2023 C.A/ CEPTU®UKAT AHANN3A: 4927/23
ANALYTICAL PROC. N°: / TPOTOKOIMN AHAINWN3A Ne: SRAS-OWACUG.4 EXP./ CPOK FOAHOCTM!: 09/2026

ANALYTICAL REFERENCE / PEQEPEHTHBIA WCTOYHMK METOLOB AHAJIU3A: Normative documentation / HopmatueHas
| AokymeHTaums M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOA, NPOAYKTA KINUEHTA: 81775839

API NAME / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMAUEBTUYECKOW CYBCTAHUWU: 23060166

APl MANUFACTURER NAME /

HAMMEHOBAHWE NMPOU3BOAWUTENA ®APMALIEBTUMECKOW CYBCTAHLIWK: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLIMN: Germany

" REMARKS / MpumeyvaHue:
The Product conforms to ND/
MpoaykT cooteeTcTBYET TpeboBaHuam HI

BATCH REMARKS / Npumeuanne ans cepun:

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. / [aHHbiM cBMAGTENLCTBYIO, YTO AaHHAs NapTWA NPOBepeHa B
COOTBETCTBUUA C paspewieHMeM Ha mapKeTuHr n EBponenckum pyKoBOACTBOM MO Hagnexallen Npou3BOACTBEHHON
npakTuke Ans NekapcTBEHHbIX NPOAYKTOB.

4 J

ANALIST / AHanuTuk: W A
DECISION / 3akntoueHue: - l// zevd
it an OATEIfete: 19/0.9/ 7
' QUALIFIED PERSON / OtBercTBeHHOE NULIO:
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