SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A TOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUU KO NPOOYKTA: 704532

BATCH Ne / MAPTUA Ne /: 30123

MANUFACTURE DATE: / BATA U3FOTOBNEHUA: 01/2023

C.A/CEPTUD®UKAT AHAJIIU3A: 962/23

ANALYTICAL PROC. N°: / NPOTOKQN AHAJTU3A Ne: SRAS-9WACUG.4

EXP./CPOK TrOAHOCTH: 01/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHUK METOAOB AHAINU3A: Normative documentation / HopmatusHas

AokymeHTauus 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWWU KOA NPOAYKTA KITMEHTA: 81775839

TESTS
MokasaTtenu

SPECIFICATIONS
Cneuudukaumn

RESULTS
PesynbTathl

Description/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpo3apayuHbii
WU NOYTU Mpo3padHblil  pacTBoOp OT MOYTH
GecuBeTHOro 4o cnabo-XenToro Lpera.

Complies / CooTeeTcTByeT

Identity/ MognuHHoOCTL
Oxymetazoline hydrochloride /
OxkcumetasonuHa rugpoxnopua

Benzalkonium chloride / BeH3zankoHus
xnopuna

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsa  yaepxuBaHWA  OCHOBHOrO nuka Ha
XpoOmMaTtorpamMme WChbITYyeMOro pacTBopa LAOIMKHO
COOTBETCTBOBAaTb BPEMEHN yAEePXMBaHNA
OCHOBHOTO NKKa Ha XpoMaTorpaMmme CTaH4APTHOO
pacteopa oKcumeTasonuHa ruapoxnopuaa,
Mony4eHHo! Npu KONMYECTBEHHOM OnpeleneHnu.

Retention time of the main peak in the
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. / Bpems
YAEPKNBaAHNSA OCHOBHOMO NKa Ha XpoMaTorpaMme
UCNLITYEMOTO pacTaopa AOMMKHO COOTBETCTBOBATL
BPEMEHN YAEpPXMBaAHWA OCHOBHOrO nuka Ha
Xpomarorpamme CTanAapTHOro pacTteopa
OeHsankoHus  xnopuza,  nNOmyyeHHoW  npu
KONUYECTBEHHOM OnpeaeneHuu,

Complies / CooTBeTcTBYET

Complies / CooTsetcTByeT

Clarity / NpospayHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus
npenapaTta He A0MKHa npeebIWaTh
onanecueHunio 3TanoHa cpaBHeHus 1/Bopbl
OUNLLEHHON.

Complies / CooTBeTtcTBYyeT

Color / LIBeTHOCTL

The product should be colorless or be comparable
to reference solution Y7. / MpenapaT nonxeH 6biTb

fecuBeTHLIM UNWU BblAepXUBaTb CpaBHeHUe ¢
3TanoHom Y7.

Complies / CooTeeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A FOTOBOIO NMPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3aueuH® Kannu Ha3anbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOA NMPOAYKTA: 704532 BATCH Ne / MAPTHUA Ne /: 30123
MANUFACTURE DATE: / DATA U3IFOTOBNEHUA: 01/2023 C.A | CEPTU®UKAT AHANU3A: 962/23
ANALYTICAL PROC. N°: / MIPOTOKON AHAITU3A Ne: SRAS-OWACU6.4 EXP./ CPOK FOAHOCTW: 01/2026

ANALYTICAL REFERENCE / PEQEPEHTHbI UCTOYHMK METOOOB AHANW3A: Normative documentation / HopmaTtusHas
AokymeHTauma M1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOA, MPOOYKTA KIUMEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
MNokasarenu Cneuudukaumm PesynsTarthl
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 no 1,010
nnoTHocTs (d 20/20) 1.008
pH From5.5t0 6.5/ 015,500 6,5 5.9
Osmolality / OcMonsanbHOCTL From 270 to 330 mOsmol/kg / Ot 270 ao 330 283
MOcmonb/kr

Related substances / PoacTeeHHble npumecu

Impurity A (hydrolysis product) / NMpumeck A Not more than 0.5 % / He 6onee 0,5 % i .
(npoaykT ruaponuaa) < Detection Limit
Impurity ZP-1/ Npumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % L

< Detection Limit
Individual unidentified impurity / EauHuunas Not more than 0.1 % / He 6onee 0,1 %

HenaeHTUMLMPOBaHHAS NPUMECH < Detection Limit

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

Assay | KonuyecTBeHHOe onpeaeneHve

Oxymetazoline hydrochloride / OkcumeTtasonuHa From 475 to 525 pg/mL of oxymetazoline 507
rmapoxnopung hydrochloride/ OT 475 go 525 mkr/mn
OKCMMETA30NnHa rnapoxnopnaa.

Benzalkonium chloride / BeHsankoHus xnopvg From 45 to 55 pg/mL of benzalkonium chloride/ OT 52
45 no 55 mkr/mn 6eH3ankoHUs xnopuaa
Microbial purity / Mukpo6uonoruyeckas
yncrtoTa
e o (TAMC) 008 | Notmor thap 10" GEU i <1 0P/
. - He Gonee 10° KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU / ml / <1 CFU/ml
O6bLLee Y1Cno APOXOKEBLIX U NINIECHEBLIX rPUGOB

He Gonee 10’ KOE/Mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTctBue 8 1 Mn Absent / OTeyTeTaylor
Staphylococcus aureus Absence in 1 ml/ Otcytctene B 1 mn
Absent / OtcyTcTeyioT
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIU3A rOTOBOIO MPOOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu Ha3zanbHbie 0,05% Poccusn /

ARTICLE CODE / BHYTPEHHUM KOJ1 MPOOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 30123
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 01/2023 C.A/ CEPTU®UKAT AHAJTU3A: 962/23
ANALYTICAL PROC. N°: / MPOTOKON AHATNU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOAHOCTW: 01/2026

ANALYTICAL REFERENCE / PE®EPEHTHLI UCTOYHUK METOOOB AHANWM3A: Normative documentation / HopmaTtueHas
AokymerTauns M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUWA KOA NPOAYKTA KNUEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneyudnkauum PesynbTtathl
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 ¢hnakoH TEMHOrO
CTeKna ¢ HaBVHYMBaEMOW NONUNPONUNEHOBON
KPbILLKOWA CO BCTPOEHHOM NUNETKOMN Y3 CTekna Tuna
3 (Esp. ®.) u GpomByTunkayuyka.

o 1 dnakoHy ¢ UHCTPYKUKMEI NO NPUMEHEHUIO B

nayky KapTOHHY!IO.

Complies / CooTBeTcTBYET

Labeling / Mapkupogska According to Normative documentation. / B Complies / CooTteTcTBYET
COOTBETCTBUW C HOPMATUBHOM AOKYMEHTALUEH.

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

Shelf life / Cpok roaHocTu: 3 years/ 3 rona

REMARKS / MpumeuaHue:
The Product conforms to ND/
MpoaykT cooteeTcTBYET TpeGoBaHUAM H[]

BATCH REMARKS / NpumeuaHue ana cepvu;

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. / HaHHbim CBUAETEeNLCTBYIO, YTO AaHHAA MapTus NpoBepeHa B
COOTBETCTBUAU C pA3pelleHnemM Ha MapkeTWHr u EBponeickiM pyKOBOACTBOM MO Haanexallell Npou3BOACTBEHHON
NpakTuke ANs NeKapCTBEHHBIX NPOAYKTOB.

ANALIST / AHanuTuk:
Inés Soares DECISION / 3aknioueHue: )\ AAD U (
Natacha Marreiros DATE / flara: XA /L:r

/ 2\._1' C’ ’7
QUALIFIED PERSON / OTBeTCTBEHHOE NULLO: D
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