SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NPOAOYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russm / Ha3MBMH® Kannu HasanbHble 0 025% Poccus /

ARTICLE CODE | BHYTPEHHUN KOO MPOAYKTA: 704531

MANUFACTURE DATE / DATA N3rOTOBNEHWUA: 09/2022

BATCH Ne / FIAPTVIﬂ Ne /: 21052

C.A/ CEPTNOUKAT AHAITU3A: 4573/22

ANALYTICAL PROC N°: / NIPOTOKONT AHAJTU3A Ne: SRAS-OWACRV.2

EXP./ CPOK FTOAHOCTMW: 09/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIW UCTOYHUK METOOB AHANU3A: Normative documentation / HopmaTtvsHas

aokymeHTauma 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NMPOAYKTA KIUEHTA: 81775838

TESTS
MokasaTtenu

SPECIFICATIONS
Cneuuncpukauum

RESULTS
PeaynbTaThi

Description/ Onucanue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpo3payxbii
UM NOYTU MpO3payHbii  PacTBOpP OT  NOYTU
BecuBeTHOro go cnabo-XenToro LueeTa.

Complies / CooTBeTcTByeT

Identity/ MoanuHHoCTL
Oxymetazoline hydrochloride /
OKkcumeTasonuHa rugpoxnopua

Benzalkonium chloride / BensankoHus
xnopva

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  yaepkuBaHWA OCHOBHOfO nuka Ha
xpomartorpamme UCMbITYeMOro pacTBopa SOSHKHO
COOTBETCTBOBATH BpPEMEHU yAepxmBaHus
OCHOBHOrO nvka Ha XpoMaTorpaMme
CTaHAAPTHOro pacTsopa oKkcuMeTasonuHa
rmapoxnopuaa, nony4eHHon npwu
KONMYECTBEHHOM OnpeaeneHuy.

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 OCHOBHOIO NWKa Ha XpomaTtorpaMme
UCMbITYEMOrO pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHN YASPXKUBAHWMA OCHOBHOMO MuKa Ha
Xpomartorpamme CTaHAapTHOFO pacteopa
GeHsankoHns  xropuaa,  MONyYeHHoW  npu
KONMUYECTBEHHOM onpeaeneHunu.

Complies / CooTBeTCTBYET

Complies / CooTBeTCTBYET

Clarity / Mpo3padHocTs

The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus
npenaparta He OOIXHA npesbiWaTh
onanecueHUMo 3TanoHa cpaBHeHUs  |/Boabi
OYULLLEHHON,

Complies / CooTBeTcTayeT

Color/ UseTHoCTL

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

BecuBeTHLIM UNKM  BLIAEPXKMBATL CPaBHEHWE C
3TanoHom Y7.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, A

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A TOTOBOIO NMPOAYKTA

PROD_UCT /| MIPOAYKT: Nas'ivin Nasal Drops 0.025 % Russia / HasanenH® kannu HazanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWW KO NPOAYKTA: 704531 BATCH Ne / MAPTUS Ne /: 21052
MANUFACTURE DATE: / NATA U3FOTOBNEHMS: 09/2022 C.A/CEPTU®UKAT AHAMNU3A: 4573/22 |
ANALYTICAL PROC. N°: / TPOTOKOIM AHAIN3A Ne: SRAS-9WACRV .2 EXP. / CPOK FOHOCTY: 09/2025

ANALYTICAL REFERENCE / PEOEPEHTHbLIW UCTOUYHUK METOLJOB AHANN3A: Normative documentation / HopmaTueHas
JAokymenTaums [1N012964/01-221221 -

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KNNEHTA: 81775838

TESTS SPECIFICATIONS RESULTS
NoxkasaTtenn Cneuudmkaumum PeaynbTaThl

Relative density (d 20/20) / OTHocUTeNbLHasA From 1.006 to 1.010/ Ot 1,006 Ao 1,010

nrotHocTb (d 20/20) 1.008

pH From 5.5t0 6.5/ O7 5,5 10 6,5 R

6.0
Osmolality / OcMonsinsHOCTE From 270 to 330 mOsmol/kg / OT1 270 po 330
mOcmonb/kr 280

Relative impurities / PogcTBeHHble npuMech . -

Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % < Detection Limit
(npoaykT rugponuaa)
Impurity ZP-1/ Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % < Detection Limit
Individual unidentified impurity / EamHuynasn Not more than 0.1 % / He 6onee 0,1 % < Detection Limit
HenaeHTudULMpoBaHHas NpUMech
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % < Detection Limit
Assay / KonuyecTBeHHOoe onpegeneHne
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OKCMMEeTa30MMHa ruapoxopus hydrochloride/ Ot 237,5 no 262,5 mkr/mn 251.2
OKCUMETa30NnHa rngpoxnopvaa.
Benzalkonium chloride / BeHnsankoHus xnopvia From 45 to 55 pg/mL of benzalkonium chloride/ Ot 47
45 po 55 mkr/mn BGeH3ankoHWs xnopuaa

Microbial purity / MukpoGuonoruueckasi
yucroTa

Total aerobic microbial count (TAMC) / Not more than 102 CEU /ml / <1 CFU/ml
Obuwiee uncno asapobHbix bakTepuin He 6onee 102 KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10' CFU / mi / <1 CFU/ml
Obuiee Ycno APOXIKEBLIX Y NIeCHeBbIX rpnbos He Gonee 101 KOE/Mn

Pseudomonas aeruginosa Absence in 1 ml / OTtcytcteue B 1 Mn Absent / OTcyTCcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTBME B 1 MN Absent / OTcyTcTBYIOT
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SOFARIMEX

INDUSTRIA QUIVHCA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.02?% Russia/ Ha3VTBMH® Kannu HasanbHble 0,025% Poccus /

_ARTICLE CODE / BHYTPEHHWW KO NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 21052
MANUFACTURE DATE: / BATA U3FOTOBIEHUA: 09/2022 C.A/ CEPTUD®UKAT AHATTU3A: 4573/22
ANALYTICAL PROC. N°: / MPOTOKOJT AHAJITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOAHOCTMW: 09/2025

' ANALYTICAL REFERENCE / PE®EPEHTHBLIA UCTOYHUK METOOOB AHANWU3A: Normative documentation / HopmartusHas
AokymeHTauns M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOO NPOAYKTA KNUEHTA: 81775838

TESTS SPECIFICATIONS RESULTS
MokaszaTenu Cneuundurkauum PesynbTaTthl
Package / YnakoBka o 10 mL in an amber glass bottle with a polypropylene o

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 C HaBuH4YMBaemoW nonunponuneHosont | Complies / CooTBeTCcTBYET
KPbILUKOW CO BCTPOEHHOW NUNETKOW U3 CTekna Tuna
3 (Esp. ®.) n 6pomByTUnKayyyka.

Mo 1 donakoHy ¢ UHCTpyKUMel no

MPUMEHEHUIO B NAYKY KAPTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUU C HOPMATUBHON Complies / CooTteTcTBYET
OOKYMeHTaunen.

Storage / XpaHeHue: At temperature below 25°C. / IMpu TemnepaType He Bbile 25°C.

Shelf life / Cpok rogHocTK: 3 years / 3 roaa

REMARKS / MpumeyaHue:
The Product conforms to ND/
MNpoaykT cootBeTCcTBYET TPEGOBaHUAM H/,

BATCH REMARKS / NpumeuaHue ons cepuu: ' o

Hereby | certify that this ot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / OaHHbiu CBUAETENLCTBYI, YTO JaHHAsA MapTus npoBepeHa B

COOTBETCTBUK C paspelleHneM Ha MapKkeTUHT W« EBpOﬂeIZCKI/IM pyKoBOACTBOM MO Haanexaiemn NPON3BOACTBEHHON
NPakThke AnA nNeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk:

[ ) i, DECISION / 3akntoueHue: 1-3\ Q\LDJQCQ
DATE / dara: X
M. Inés Ribeiro A 0)""1/ Ul bé\g -

QUALIFIED PERSON / OTBeTcTBEHHOE NULLO;
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