SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A TOTOBOINO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uBuH® kannu Ha3sanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOf} MPOAYKTA: 704532

BATCH Ne / TTAPTUA Ne /: 30005

MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 01/2023

C.A /| CEPTUDUKAT AHAJIU3A: 316/23

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACUG.4

EXP./ CPOK TOAHOCTW: 01/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHUK METOAOB AHAIU3A: Normative documentation / HopmatusHas

aokymeHtauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ, MPOAYKTA KITUEHTA: 81775839

TESTS
Mokaszatenu

SPECIFICATIONS
Cneuudpmkanum

RESULTS
PesynbTtarthi

Description/ OnucaHnue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MpospayHbIi
MNN  MOMTU MPO3PaqHbIA  pacTeBoOp OT NOYTU
6ecupeTHoro go cnabo-xenTtoro LseTa.

Complies / CooTtBeTcTByYET

Identity/ MoanuHHoCcTL
Oxymetazoline hydrochloride /
OkcumeTtasonuHa rmgpoxnopua

Benzalkonium chloride / BeH3zankoHus
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 yAepXVBaHWS  OCHOBHOTO MUKa Ha
XpomaTtorpaMme WUCNbITYEMOro pactsopa [A0MKHO
COOTBETCTBOBATL BPEMEHU yAepXKUBaHUR
OCHOBHOTO MNWKa Ha XpoMaTtorpamme CTaHZapTHOro
pacTeopa OKCUMMETa3onuHa rMapoxnopuaa,
Nony4YeHHON NPy KONMMYECTBEHHOM 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
yAEpXKUBaHWS OCHOBHOTO NUKa Ha XpomaTorpaMmme
UCMbITYeMOro pacTeopa AOJKHO COOTBETCTBOBATL
BPEMEHN YAEPXKMUBAHUS OCHOBHOrO nNWKa Ha
XpomaTtorpamMme CTaHAapTHOrO pacreopa
GeHaankoHMA  xnopuga,  MONyYeHHOW  MpK
KOJIMYECTBEHHOM OnpeaerieHun.

Complies / CooTBeTCTBYET

Complies / CooTtBeTcTBYET

Clarity / Mpo3pa4HocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHums
npenaparta He AOJIDKHA npeebIWaThL
onanecueHUno 3TanoHa cpaBHeHus |/Boabl
OUYULLIEHHON.

Complies / CooTBercTBYET

Color / UBeTHOCTbL

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gonxeH 6biTb
GecUBeTHbIM WU BLIAEPXMBATL CpaBHERUE C
aTanoHom Y7.

Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMU3A rOTOBOIO NMPOAYKTA

PRODUCT / MPOOYKT: Nasivin Nasal Drops 0.05 % Russia / HazauBuH® kannu Ha3anbHble 0,05% Poccusn /

ARTICLE CODE / BHYTPEHHWMW KOZ NPOAYKTA: 704532 BATCH Ne / NTAPTUA Ne /: 30005
MANUFACTURE DATE: / OATA U3rOTOBIEHWUA: 01/2023 C.A /| CEPTU®UKAT AHAJTU3A: 316/23
ANALYTICAL PROC. N°: / MTPOTOKON AHAITU3A Ne: SRAS-9WACUG.4 EXP. / CPOK TrOQHOCTMW: 01/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAINU3A: Normative documentation / HopmaTueHas
AokymeHTauus M1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOJ NPOAYKTA KIMEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneuudpurkaumnu PesynbTathl
Relative density (d 20/20) / OTHocutenkbHas From 1.006 to 1.010/ O1 1,006 Ao 1,010 1.009
nnotHocTb (d 20/20) )
pH From5.5t06.5/01551806,5 59
Osmolality / OcmonsinbHOCTL From 270 to 330 mOsmol/kg / Ot 270 po 330 285
MOcmonb/kr
Related substances / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % ) L
(NpoaykT ruaponunaay) < Detection Limit
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % .
< Detection Limit

Individual unidentified impurity / EauHu4Has Not more than 0.1 % / He 6onee 0,1 %
HenaeHTUULUMpPOBaHHaA NPUMECH < Detection Limit
Total impurities/ Cymma npumeceii Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

Assay / KonnyecTtBeHHOe onpegeneHue

Oxymetazoline hydrochloride / OkcumeTtasonuHa From 475 to 525 pg/mL of oxymetazoline

rmgpoxnopug hydrochloride/ OT 475 o 525 mkr/mn 491
OKCUMETAa30MnHa ruapoxnopuaa.

Benzalkonium chloride / BeHsankoHus xnopug, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 50
45 po 55 mkr/mn 6eHsankoHnsa xnopuaa

Microbial purity / Mukpo6uonoruyeckas

yucrtora

Total aerobic microbial count (TAMC) / O6 B

yucno aspobHbIx GakTepuin ( ) Hee Not more thar; 10 KERE i <1 CFU/ml
He 6onee 10° KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10" CFU /mil / <1 CFU/ml

Obuiee Yncno ApodOKeBbIX Y NNecHeBkbIX rpubos He 6onee 1 01 KOE/Mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTBme B 1 Mn
Absent/ OTtcyTcTByIOT
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 AHAJIM3A NOTOBOIO MPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaanBuH® kannu HasanbHbie 0,05% Poccua /

ARTICLE CODE / BHYTPEHHW/ KOf NPOAYKTA: 704532 BATCH Ne / NTAPTWUA Ne /: 30005
MANUFACTURE DATE: / ATA U3rOoTOBIEHUA: 01/2023 C.A /| CEPTUOUKAT AHATIU3A: 316/23
ANALYTICAL PROC. N° / MPOTOKON AHAINN3A Ne: SRAS-9WACUG.4 EXP./ CPOK rOOHOCTH: 01/2026

ANALYTICAL REFERENCE / PEOEPEHTHbLIA UICTOYHUK METOJOB AHAIU3A: Normative documentation / HopmaTtueHas
AokymeHtauuna N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWU! KOf, NMPOOYKTA KNUEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
Mokasaternu Cneuudmkauun Pesynbrarbi
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 so chnakoH TemMHOro Complies / CooTeeTcTyeT
CTekna ¢ HaBMHYMBAEMO NONUNPONNNEHOBO
KPbILLKOW CO BCTPOEHHOWM NUNETKOW U3 CTekna Tuna
3 (EBp. @.) u 6pomOyTUnKayUyKa.

Mo 1 chnakoHy ¢ MHCTPYKLME NO NPUMEHEHUIO B

navky KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTBeTCcTBYET
COOTBETCTBUMN C HOPMATUBHOW AOKYMEHTaLUuWeN.

Storage / XpaHeHue: At temperature below 25°C. / MNpu TemnepaTtype He Boiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / MpumeyvaHue:
The Product conforms to ND/
Mpogaykr cooTeeTcTBYET TPpeboBaHuam HO

BATCH REMARKS / NMpumeyvaHue gna cepuu:

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. / JaHHbIM CBMAETENbLCTBYIO, YTO AaHHAA NapTus NMpoBepeHa B
COOTBETCTBUU C paspelleHWem Ha MapkeTuHr U EBponerickiM pykoBOACTBOM MO Hagnexallell Npou3BOACTBEHHOW
fpakTuke Ans fekapcTBeHHbIX MPOAYKTOB.

ANALIST / AnanuTuk: : '
Francesca Amaral DECISION / 3akntoueHue: '@ ,a?.{_?c Ve =
M. Ines Ribeiro DATE / fara: «_’..R"_{ﬂ "/Zﬁ&’_ I

QUALIFIED PERSON / OTBeTCTBEHHOE NULLO:
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