SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHATIU3A TOTOBOIO NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.02;’/4, Russia / HaauBuH® kannu HasanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOJ NPOAYKTA: 704531

BATCH Ne / MAPTHUA Ne /: 30040

MANUFACTURE DATE: / QATA U3rOTOBMEHUA: 01/2023

C.A/ CEPTUOUKAT AHAITU3A: 958/23

ANALYTICAL PROC. N°: / MPOTOKOJT AHAJTU3A Ne: SRAS-9WACRV.2

EXP./ CPOK FOAHOCTW: 01/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOOB AHAMNMU3A: Normative documentation / HopmatusHas

AokymeHTaumsa N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KNUEHTA: 81775838

TESTS
Mokazarenu

SPECIFICATIONS
Cneuudukauum

RESULTS
Pesynbtarths

Description/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpo3payHbiii
UM MOYTM MpOo3payHblhi  pacTBop OT  NOYTW
OecuBeTHOro A0 cnabo-XenToro upeTa.

Complies / CooTBeTCTBYET

ldentity/ NoanunHocTb
Oxymetazoline hydrochloride /
OkcuMeTasonuHa rugapoxnopua

Benzalkonium chloride / BeH3ankoHus
xnopug

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. /
Bpema ynepxvBaHWa OCHOBHOTO RMKA Ha
XpomMaTorpamMmme UCnbITYEMOro pacTBopa A0MKHO
COOTBETCTBOBATL BpPEMEHU yOepXKvBaHus

OCHOBHOFO nvka Ha xpomarorpamme
CTaHAapTHOTO pacTeopa OKCMMBTa30N1Ha
rmgpoxnopuaa, nNony4YeHHon npu

KONMu4ecTeseHHOM onpeaeneHnn.

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
YAEPXKMBAHUA OCHOBHOTO NKa Ha XpomaTorpaMmme
UCMbITYEMOro pacTBopa ACMKHO COOTBETCTBOBATh
BPEMEHN YAEpPXMBAHWA OCHOBHOMO MuKka Ha
XxpomaTtorpaMmme CTaHpapTHOro pacTteopa
GeHsankoHna  xnopuaa,  MONyYeHHOW  npwu
KONU4ecTBeHHOM onpeaenenuu.

Complies / CooTBeTcTBYET

Complies / CooTBETCTBYET

Clarity / MpospayHocTb

The opalescence of the product should not exceed

the opalescence of the reference
suspension |/purified water. / OnanecueHuus
npenapara He AONMKHa rpesbiWaTb

onanecueHUvio 3tanoHa cpaBHeHus |/Boabl
OYULLIEHHON.

Complies / CooTBeTCTBYET

Color / LiBeTHOCTbL

The product should be colorless or be comparable
to reference solution Yy. / NMpenapaT gonxeH 6biTb

GecuBeTIILIM UMW BLIGEPKMBATE CPABHEHUE ¢
3TanoHoMm Y7.

Complies / Coviseicteyer
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOIO NPOAYKTA

’_PRODUCT.-'rlPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu HazanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOA NPOAYKTA: 704531 BATCH Ne / NAPTUSA Ne /: 30040
MANUFACTURE DATE: / QATA U3rOTOBNEHUS: 01/2023 C.A/ CEPTU®UKAT AHANU3A: 958/23
ANALYTICAL PROC. N°: / TPOTOKON AHAJNWN3A Ne: SRAS-OWACRV.2 EXP./ CPOK FrOOHOCTW: 01/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METONOB AHAINWU3A: Normative documentation / HopmatusHas
AokymeHTauns M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOl NPOAYKTA KNUEHTA: 81775838

TESTS SPECIFICATIONS RESULTS
MNokasarenu Cneundmkayun Pesynbtarhbt
Relative density (d 20/20) / OTHoGUTeNnbHaA From 1.006 to 1.010/ Ot 1,006 z0 1,010
nnoTtHocTb (d 20/20) 1.007
pH From5.5t0 6.5/ 015,500 6,5
59
Osmolality / OcmonsinsHocTb From 270 to 330 mOsmolkg / OT 270 no 330
mOcmonb/kr 279

Relative impurities / PogcTeeHHble npumecu

Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % < Detection Limit
(npoaykT ruaponuaa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % < Detection Limit
Individual unidentified impurity / EauHuunas Not more than 0.1 % / He 6onee 0,1 % < Detection Limit
HenaeHTUdMUMpPoBaHHaA NpUMEch
Total impurities/ Cymma npumecein Not more than 1.2 % / He 6onee 1,2 % < Detection Limit
Assay / KonnyecTBeHHOe onpefaenenve
Oxymetazoline hydrochloride / From 237.5 to 262.5 ug/mL of oxymetazoline
OkcnmeTasornvHa rugpoxnopus hydrochloride/ Ot 237,5 no 262,5 mkr/mn 2456
OKCMMETA30NMHa rMapoxnopuaa.
Benzalkonium chloride / BensankoHus xnopug From 45 to 55 pug/mL of benzalkonium chloride/ Ot 51
45 no 55 mkr/mn 6eHsankoHnsa xnopuaa

Microbial purlty / MukpoGuonornyeckas
yncroTa

Total aerobic microbial count (TAMC) / Not more than 10° CEU /ml / <1 CFU/ml
O6Lwee uncno aapobHbix GakTepuit He Gonee 10 KOE/mn

Total combined yeast and molds count (TYMC)/ Not more than 10' CFU /mi/ <1 CFU/mI
ObLee Yncno OApoxoKeBbIX 1 NNECHEBLIX rPUGOB He Gonee 101 KOE/Mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTBue B 1 Mn Absent / OTcyTcTBylOT
Staphylococcus aureus Absence in 1 ml/ Otcytcteue B 1 mn Absent / OtcyTcTBylOT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha3anbHbie 0,025% Poccua /

ARTICLE CODE / BHYTPEHHUW KO MPOAYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 30040
MANUFACTURE DATE: / AATA U3rOTOBJIEHUA: 01/2023 C.A/CEPTU®UKAT AHAJTIU3A: 958/23
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOOQHOCTW: 01/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTtnsHas
AoKyMeHTauus N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NPOOYKTA KNUEHTA: 81775838

TESTS SPECIFICATIONS RESULTS
Moka3atenu Cneuuvdhukauum Pe3ynbrathi
Package / YnakoBka 10 mL in an amber glass bottle with a polypropylene

screw cap wilh an inlegraled pipelle 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 ¢ HaBuHuYMBaeMod nonunponunexosoh | Gomplies / ConTReTRTRYAT
KPbILLKOW CO BCTPOEHHOW NMUNETKOVW U3 CTekna Tuna
3 (EBp. P.) n GpomOyTMNKaYUYyKS.

Mo 1 dnakoRry ¢ uHCTpyKUMeir no

NPUMEHEHUIO B NayKy KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUU C HOPMATUBHOM Complies / CooTBeTCTBYET
LOKYMeHTaLuel,

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

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / MpumeuaHue:
The Product conforms to ND/
Mpoaykr cooTeeTcTBYET TPpebOBaHUAM H/]

BATCH REMARKS / MNpumeyaHue ans cepuu:

e

Hereby | certify that this lot has been tested in accordance with the marketing authorization and the European guide to
good manufacturing practice for medicinal products. / [aHHbim CBUAETENLCTBYIO, YTO AaHHAA NapTua NpoBepeHa B
COOTBETCTBUM C pa3pelleHnemM Ha MapkeTuHr u EBponefckuM pyKOBOACTBOM MO Hafnexalleil npou3BOACTBEHHOI
NpakTuke AN NekapcTBEHHbIX NPOAYKTOB.

4.
ANALIST / AHanutuk: )
Inés Soares DECISION / 3aKn|oqemlne: 4 ) f
DATE/Bava:  1f /y7/3, f .

Natacha Marreiros
QUALIFIED PERSON / OTBeTcTBEHHOE NULLO:; (,-, /

J
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