SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTU3A TOTOBOIO NPOAOYKTA

PRODUCT / TPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWU! KOf, NPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 30006

MANUFACTURE DATE: / ATA U3TOTOBNEHUA: 01/2023

C.A/ CEPTU®UKAT AHAJNU3A: 532/23

ANALYTICAL PROC. N°: / MPOTOKOJT AHAJTU3A Ne: SRAS-9WACU6.4

EXP./ CPOK TOAHOCTMW: 01/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOZIOB AHAINMU3A: Normative documentation / HopmaTneHasn

AokymeHTauma 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOA NMPOAYKTA KIIMEHTA: 81775839

TESTS
MokasaTenu

SPECIFICATIONS
Cneuucdukayum

RESULTS
PesynbTtathl

Description/ Onucanne

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MpospayHbii
UNU NOYTW MpO3padHbii  pacTBOpP OT MOYTU
©ecuBeTHOro Ao cnabo-xenToro LgeTa.

Complies / CooTBetcTByeT

Identity/ MoanuHHoOCTL
Oxymetazoline hydrochloride /
OkcumeTasonuHa rugpoxnopua

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. /
Bpemss  yaepxuBaHWsS  OCHOBHOrO nuka Ha
XpoMaTorpamme UCMbiTyeMoro pacTBopa AOMKHO
COOTBETCTBOBATb BpeMeHu yAepXnBaHus
OCHOBHOIO NWKa Ha XpomaTtorpaMmme CTaHaapTHOro
pacteopa OKCMMEeTa3onuHa ruapoxnopuaa,
fIONYYEHHOWM NPU KONUYECTBEHHOM ONpesernieHnun.

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. / Bpewms
YAEPXKUBEHUS OCHOBHOrO Nika Ha XxpomaTtorpamme
NCMbITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHU YASPXUBAHMA OCHOBHOMO nNUKa Ha
XxpomarorpaMmme cTaHgZapTHoro pacTeopa
GeHsankoHus  xnopuaa,  NOnyyYeHHo npu
KOSMYECTBEHHOM onpeaeneHun.

Complies / CooTBeTcTBYET

Complies / CooTBeTCTBYET

Clarity / Mpo3payHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuus
npenaparta He AOmKHa npeBbIWaTh
onanecueHunio  sTanoHa cpasHeHus |/Bogbl
OYULLIEHHON.

Complies / CooTBeTcTBYET

Color / LiBeTHoCTb

The product should be colorless or be comparable
to reference solution Y. / Mpenapat aorkeH GbiTb
fecUBETHLIM WNU BLIABPXMBATL CpadliCIIMe C
aTanoHom Y7.

Complies / CooTeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® Kannu HasanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KO NPOOYKTA: 704532

BATCH Ne / MAPTUA Ne /: 30006

MANUFACTURE DATE: / OATA U3FOTOBNEHUSA: 01/2023

C.A/CEPTUO®UKAT AHATIU3A: 532/23

ANALYTICAL PROC. N°: / IPOTOKON AHAIU3A Ne: SRAS-OWACUB.4

EXP./CPOK rOOHOCTW: 01/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHUK METOOB AHANW3A: Normative documentation / HopmaTtusras

nokymeHtauma N1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOf NMPOAYKTA KNMUEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
NokazaTtenu Cneuundmkaumnmn PesynbTath!
Relative density (d 20/20) / OTHocuTensHan From 1.006 to 1.010/ Ot 1,006 go 1,010 10
nnoTtHocTk (d 20/20) 008
pH From5.5t06.5/0715,5006,5 5.9
Osmolality / OcmonsnbHoCTb From 270 to 330 mOsmol/kg / Ot 270 go 330 283
mOcmonb/kr

Related substances / PogctBeHHble npumecu

Impurity A (hydrolysis product) / NMpumecs A
(npoaykT rugponusa)
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / Eannnynas
HENgeHTUNLMPOBaHHaA NPUMECH

Total impurities/ Cymma npumecen

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

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

Not more than 1.2 % / He Gonee 1,2 %

< Detection Limit

< Detection Limit

< Detection Limit

< Detection Limit

Assay / KonnyectBeHHoe onpegeneHue

Oxymetazoline hydrochloride / OkcumeTasonuHa

From 475 to 525 pg/mL of oxymetazoline

rmapoxnopua hydrochloride/ Ot 475 no 525 mkr/mn 500
OKCUMETa30MNnHa rmapoxnopuaa.

Benzalkonium chloride / BeHsankonvs xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot 48
45 no 55 mkr/mn 6eH3ankoHus xnopmaa

Microbial purity / Mukpo6uonorunyeckan

yucrora

Total aerobig r:'i)c(:rg:iileca;nt (TAMC) / OBLiee Not more thag 102 CEU /ml/ <1 CFU / ml

S KTep He 6onee 10" KOE/mn

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

Obuee uncno aposokeBbIX U NNECHeBbIX rpubos
Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 10" KOE/mn
Absence in 1 ml/ Otcytcteue B 1 Mn

Absence in 1 ml/ OtcyTcteve B 1 Mn

Absent / OtcyTcTeyioT

Absent/ OtcyTcTayioT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINN3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HaszanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KOL NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 30006
MANUFACTURE DATE: / JATA U3rOTOBIEHUA: 01/2023 C.A/ CEPTUOUKAT AHAJIN3A: 532/23
ANALYTICAL PROC. N° / MTPOTOKON AHAIU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOOHOCTW: 01/2026

" ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOAOB AHANUS3A: Normative documentation / HopmatueHas
AokymeHTaums M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KIMEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneundmnkaumum PesynbTathl
Package / Ynakoska 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 nakoH TEMHOro
CTeKna ¢ HaBMHYMBAEMOW NONUNPONUNEHOBON
KpbILLKOW CO BCTPOEHHOW NUMETKOWN 13 CTeKNa Tuna
3 (Eep. ®.) n 6pombByTunkaydyka.

Mo 1 hnakoHy ¢ MHCTpYKLMWEN NO NPUMEHEHUIO B

naqky KapTOHHYIO.

Complies / CooTtBeTCTBYET

Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTBeTcTBYET
COOTBETCTBUW C HOPMATUBHOWN [OKyMEeHTaLueNn.

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaTtype He Bbie 25°C.

Shelf life / Cpok roarocTu: 3 years / 3 roga

REMARKS / Npumevanue:
The Product conforms to ND/
Mpoaykt cooTseTcTayeT TpeboBaHuam H/

BATCH REMARKS / NMpuMeuaHue ons cepum:

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. / [laHHbIM CBUAETENLCTBYIO, YTO [AHHAA NAPTUS npoeepeHa B
COOTBETCTBUWU C paspelueHWeM Ha MapkeTuHr u EBpOMenckim pykoBOACTBOM MO Haznexaleid npousBoaCTBEHHOM
npakTuke 4Ns NeKapCTBEHHbLIX NPOAYKTOB.

ANALIST / AHanuTuk: d
Francesca Amaral DECISION / 3akntoueHue: A/WWQ
Natacha Matrreiros DATE / flaTa: 3 /0 ]/ 15

QUALIFIED PERSON / OTBeTcTBEHHOE NULIO: L.
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