SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIU3A TOTOBOI'O NPOAYKTA

PRODUCT / MPOAYKT: Na_sivin Nasal Drops 0.05 % Russia / HasuBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KOl MPOLYKTA: 704532 BATCH Ne / MAPTUA Ne /: 20936
MANUFACTURE DATE: / OATA U3rOTOBNEHWUA: 09/2022 C.A/ CEPTUOUKAT AHAINU3A: 4127/22
ANALYTICAL PROC. N°: / MIPOTOKOIT AHATNU3A Ne: SRAS-QWACU6.4 EXP./ CPOK TOQHOCTMW: 09/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOAOB AHAINN3A: Normalive documentation / HopmaTtuneHas l'

AokymeHTauma M N012964/01-221221 |
CUSTOMER INTERNAL CODE / BHYTPEHHWU/A KO NPOAYKTA KIMEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
Moka3saTenu Cneuundnkaunm PesynbTtaThl
Description/ Onucanue Transparent or almost trénsparent, from a nearly o

colorless to slightly yellow solution. / MpospayHblii
UM MOMTW MpO3payHbli  PacTBOP OT MOYTU

BecuBeTHOro Ao cnabo-xenToro Lsera. Complies / CootseTcTBYET
Identity/ MoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply | Complies / CooTseTcTayeT
OkcumMeTasonuHa rugpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema yaepxuBaHWs  OCHOBHOrO MnuKa  Ha
XpoMaTorpaMMe WUCMbITYEMOro pacTBopa AOSHKHO
COOTBETCTBOBATh BPEMeEHN YAEPKUBAHNA
OCHOBHOFO NKa Ha XpoMarorpaMmMe CTaHAapTHOIO
pactsopa OKCUMETa3onuHa rugpoxnopuaa,
NOSIy4eHHOM NPU KONMYECTBEHHOM ONpeaeneHuy.

Benzalkonium chloride / BeHzankouus Retention time of the main peak in the | Complies/CooteetcTByeT
xnopup, 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
YAEPXKUBAHNA OCHOBHOIO NUKa Ha XpoMaTorpaMme
UCMBLITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHW YAEPXMBAHWSA OCHOBHOTO nMWKa Ha
Xpomarorpamme CTaHaapTHOro pacTeopa
BeHsankoHns  xmopuda,  NOMydYeHHoW  npu
KONUYeCTBEHHOM OnpeaeneHun.

Clarity / Npo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference | Complies / CooTBeTctayeT
suspension I/purified water. / OnanecueHuus
npenapaTta He AomkHa npesbIWaTh
onanecueHUMi0  3TanoHa cpasBHeHus |/Bogpl
OYULLEHHOMN.
Color/ LiBeTHOCTL The product should be colorless or be comparable o =

to reference solution Y7./ Mpenapat aonen 6oy | COMPlies / Cootsetcrayer

BecuseTHbIM UNU BbIAEPXUBATL CPaBHEHUE C
3TanoHoMm Yz,
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUW KO[1 NPOYKTA: 704532

BATCH Ne / MAPTUSA Ne /: 20936

MANUFACTURE DATE: / JATA U3IrOTOBMNEHUS: 09/2022

C.A/ CEPTUDUKAT AHANWU3A: 4127/22

AN_ALYTICAL PROC. N°: / MPOTOKON AHANU3A Ne: SRAS-9WACU6.4

EXP./ CPOK FrOOHOCTM: 09/2025

ANALYTICAL REFERENCE / PEGPEPEHTHBIV UCTOYHUK METO[JOB AHANWU3A: Normative documentation / HopmaTuoias

_AokymeHTauna [N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOJ] MPOJIYKTA KIUEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
Moka3zaTtenu Cneuudukauum PeaynbTathl
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 go 1,010 0
nnotHocTb (d 20/20) 1.009
pH From5.5t06.5/0T1557806,5 59 -
Osmolality / OcMonsneHocTb From 270 to 330 mOsmol/kg / Ot 270 ao 330 282

MmOcmonb/kr

Related substances / PoancrBeHHble npumecu

Impurity A (hydrolysis product) / Mpumecs A
(npofykT rmaponuaa)
Impurity ZP-1 / Mpumecs ZP-1

Individual unidentified impurity / EauHuyHas
HengeHTnduUMpoBaHHas npumech

Total impurities/ Cymma npumeceit

Not more than 0.5 % / He 6onee 0,5 %
Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.1 % / He 6onee 0,1 %

Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit
< Detection Limit

< Detection Limit

< Detection Limit

Assay / KonnvecTBeHHoe onpepenenmne

Oxymetazoline hydrochloride / OkcumeTasonuHa
rmapoxnopua,

Benzalkonium chloride / BeHsankoHnsa xnopua,

From 475 to 525 pg/mL of oxymetazoline
hydrochloride/ OT 475 o 525 mkr/mn

Microbial purity / Mukpo6uonoruieckas
umncroTa

Total aerobic microbial count (TAMC) / O6uiee
4UCro aspobHelx BakTepuin

Total combined yeast and molds count (TYMC) /
ObLee Yncno ApoXKEBLIX U MNNecHeBLIX rpuéos

FPseudomonas aeruginosa

Staphylococcus aureus

oKCcUMeTaszonvHa rmapoxnopuga. 490
From 45 to 55 pg/mL of benzalkonium chloride/ Ot 48

45 po 55 mkr/mn 6eHaankoHna xnopwaa

Not more than 10> CFU / ml / <1 UFC/ml
He 6onee 10° KOE/mn

Not more than 10" CFU /ml / <1 UFC / ml

He 6onee 10' KOE/mn
Absence in 1 ml/ OTtcyTctBue B 1 Mn

Absence in 1 ml/ OtcytctBre B 1 Mn

Absent / OTtcyTcTayioT

Absent / OTcyTcTBylOT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINTM3A TOTOBOI'O NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Na;a_l Drops 0.05 % Russia/ Ha3auBuH® kannu Ha3zanbHbie 0,05% Poccu;/

ARTICLE CODE / BHYTPEHHUW KOA MPOQYKTA: 704532 BATCH Ne / NAPTUA Ne /: 20936
MANUFACTURE DATE: / JATA U3FOTOBIEHWUA: 09/2022 C.A/CEPTUDUKAT AHAITU3A: 4127/22
ANALYTICAL PROC. N°: / MTPOTOKOJ1 AHAITU3A Ne: SRAS-9WACUG6.4 EXP./CPOK OJHOCTH: 09/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOOB AHAMWU3A: Normative documentation / HopmaTusHasn
_nokymeHTauus 11 N012964/01-221221 -

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KO/ NMPOAYKTA KITMEHTA; 81775839

TESTS SPECIFICATIONS RESULTS
NMokasaTenu Cneuudmkauumn PeaynbTaThl
Package / YnakoBka 10 mL in an amber glass bottle with a .
Complies / CooTBeTcTBYET

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 ¢ HaBUHYMBAEMOWN NONUAPONUNEHOBOW
KPBILKON CO BCTPOEHHOW NUNETKON U3 cTekna Tuna
3 (EBp. ®.) n 6pomByTunkayuyka.

Mo 1 drnakoHy ¢ UHCTPYKUMEN NO NPUMEHEHUIO B

nayky KapTOHHYO.

Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTBeTcTBYET
COOTBETCTBUW C HOPMATUBHOW AOKYMEHTaLUeN.

Storage / XpaHeHnue: At temperature below 25°C. / Mpu TemnepaType He Boiwe 25°C,

Shelf life / Cpok roanocTu: 3 years / 3 roga

[ REMARKS / Npumeydanue:
The Product conforms to ND/
MpoayKT cooTBeTCTBYET TpebosaHuam HJJ

BATCH REMARKS / NMpumeyanue ansa cepumn:

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 CBUAETENLCTBYIO, YTO A4AHHAsA NapPTWUS NPOBEPeHa B
COOTBETCTBUAN G pa3pelleHVEM Ha MapKeTUHr 1 EBpOMeickiM pyKOBOACTBOM MO Hafnexauieil NpousBoacTBEHHON
npaKkThke AN NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk: oQ
DECISION / 3akntoucHue: SVEEe
Francesca Amaral
DATE / flaTa: AT 7| 2027
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NNLO:
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