SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A TOTOBOI'O NPOAYKTA

PRODUCT/ I‘IPO.[lYK_T: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu HasanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOAYKTA: 704531

BA'I_'CH Ne / MAPTUA Ne /: 21053

MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 09/2022

C.A/CEPTU®UKAT AHAIU3A: 4663/22

ANALYTICAL PROC. N°: / TPOTOKOJST AHATN3A Ne: SRAS-9WACRV.2

EXP./CPOK TOAHOCTMW: 09/2025

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmatusHas |

AokymeHTauma N1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KITUEHTA: 81775838

TESTS
MokazaTenu

SPECIFICATIONS
Cneuundmkaumn

RESULTS
Pe3ynbraTthi

Description/ Onucanue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MpoapayrbIi
U NOMTU MPO3PayvHbIA  PacTBOP OT MOYTK
BecuseTHoOro ao cnabo-xenToro ugera.

Complies / CootseTcTayeT

Identity/ NMoanuHHocTL
Oxymetazoline hydrochloride /
OkcumeTaszonuHa rugpoxnopug

Benzalkonium chloride / BeHszankoHus
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. /
Bpemsa ynepxuBaHWs  OCHOBHOTO MUKa Ha
XpomaTorpaMmMe MCNbITYeMOro pacTsopa AOCMKHO
COOTBETCTBOBATH BpEeMeHU YAepXnBaHna

OCHOBHOTO nuka Ha XpomaTtorpaMme
CTaHAapTHoro pacTeopa OKCUMEeTas30MnHa
ruapoxnopuaa, NONy4YeHHON npwu

KONMUYeCTBEHHOM onpeneneHuu.

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
yAEPXUBaHWUSA OCHOBHOMO NMUKa Ha XpomMaTtorpaMme
UCMLITYEMOTo pacTeopa AOMKHO COOTBETCTROBATL
BPEMEHU YAEPXUBAHWA OCHOBHOMO nuKa Ha
xpomaTorpaMmme CTaHAapTHOro pacteopa
BeHsankouus  xnopupa,  NonydYeHHol  npu
KONUYECTBEHHOM OnpeaeneHun.

Complies / CooTeTcrayer

Complies / CootseTtcTayeT

Clarity / Mpo3paunocTe

The opalescence of the product should not exceed

the opalescence of the reference
suspension |/purified water. / OnanecueHuus
rpenapata He LOMKHA npeBbIlWaTh

onanecueHuuMto  atanoHa cpaeHeHus |/Boapl
QYULLEHHOWN,

Complies / CooTeTcTayeT

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat nonxeH 6uiTb
BecuBeTHLIM WNW  BLIGEPKUBATL CpaBHEHUE C
3TanoHoM Y7.

Complies / CootBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOf] MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 21053

| MANUFACTURE DATE: /| IATA U3rOTOBMNEHWS: 09/2022

C.A/ CEPTU®UKAT AHAIU3A: 4663/22

ANALYTICAL PROC. N°: / MPOTOKOJT AHAMNKU3A Ne: SRAS-9WACRV.2

EXP./ CPOK FOOAHOCTMW: 09/2025

ANALYTICAL REFERENCE / PE®EPEHTHbLIA UCTOYHMK METOOOB AHATN3A: Normative documentation / HopmaTtueHas |

fokymeHTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO[1 NPOQYKTA KMUEHTA: 81775838

TESTS SPECIFICATIONS RESULTS
MokazaTtenwu Cneuucpukauum Pesynbrathl

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

nnotHoctb (d 20/20) 1.007

pH From 5.5t0 6.5/ 0T 5,5 10 6,5
5.9
Osmolality / OcmonsansHocTb From 270 to 330 mOsmolikg / OT 270 go 330
mOcmonb/kr 282

Relative impurities / PogcTBeHHble npumecu
Impurity A (hydrolysis product) / Npumecs A
(npoaykT rmgponusa)

Impurity ZP-1 / Mpumeck ZP-1

Individual unidentified impurity / Egunnynas
HengeHTUUUMpPoBaHHas NPUMECh

Total impurities/ Cymma npumeceii

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 %

| Assay / KonudecTBeHHOe onpeaenexne
Oxymetazoline hydrochloride /
OKCMMETa30MMHa MUOPOXIOPUL,

Benzalkonium chloride / BeHsankoHua xrnopua

< Detection Limit

< Detection Limit
< Detection Limit

< Detection Limit

From 237.5 to 262.5 ug/mL of oxymetazoline
hydrochloride/ Ot 237,5 no 262,5 mkr/mn
OKCUMETa3omnnHa rmapoxnopuaa.

From 45 to 65 pg/mL of benzalkonium chloride/ Ot
45 po 55 mkr/mn 6eH3ankoHnsa xnopuaa

Microbial purity / Mukpobuonoru4yeckas
ynucToTa

Total aerobic microbial count (TAMC) /
ObLee yncno asapobHbix GakTepui

Total combined yeast and molds count (TYMC) /
ObLwee uncno ApodOKeBbIX U NNECHEBLIX rPMboB

Pseudomonas aeruginosa

Staphylococcus aureus

248.7

52

Not more than 102 CFU/ml/
He Gonee 102 KOE/mn

Not more than 101 CFU/ml/
He Bbonee 101 KOE/mn

Absence in 1 ml/ OtcyTtctBue B 1 Mn

Absence in 1 ml/ OtcyTctBre 8 1 Mn

<1 CFU/mi

<1CFU/ml

Absent / OtcyTcTBytoT

Absent / OtcyTcTBYIOT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A TOTOBOIO NPOAYKTA

. PRODUCT/ nPOJJ.VI;r: Nasivin Nasal Drops 0.025 % Russia / HaauBUH® kannu HaszanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUM KOJ NPOOYKTA: 704531 BATCH Ne / TAPTUS Ne /: 21053
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 09/2022 C.A /| CEPTUDUKAT AHATU3A: 4663/22
ANALYTICAL PROC. N°: / MPOTOKOI AHATTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FOOHOCTHW: 09/2025

' ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHANW3A: Normative documentation / Hopmarietas
fokymeHTtauua NMN012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUN KOA MPOAYKTA KNUEHTA: 81775838

— E—

TESTS SPECIFICATIONS RESULTS
MNokazaTenu Cneundoukauun PesynbTaThl
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 npenapaTta Bo hf1akoH TEMHOTo
cTekna C HaBuHYMBaemoW nonunponunexosoti | Complies / CooteeTcTByeT
KPbILKOWN CO BCTPOEHHOMN NUNETKOM U3 cTekna Tuna
3 (EBp. ®.) n 6pombyTUnkayuyka.

Mo 1 dnakoHy ¢ UHCTPYKLWEH NO

NMPUMEHEHUIO B NaYKy KAPTOHHYHO,

Labeling / MapkupoBka hAccording to Normative documentation. / B
COOTBETCTBUUN C HOPMAaTUBHOM Complies / CooTtBeTcTBYET
LOKyYMeHTauuen.

Storage / XpaHenue: At temperature below 25°C. / Mpu TemnepaType He Boile 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roaa

REMARKS / MpumeuaHue:
The Product conforms to ND/
MNpoaykT cootBeTCTBYET TpeGoBaHUaM H/]

BATCH REMARKS / MpuMeyaHue ans cepum:

Hereby 1 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 CBUAETENLCTBYIO, YTO AaHHas NapTus NpoBepeHa B
COOTBETCTBUW C PA3PELIEHNEM Ha MapKeTUHr 1 EBponefickum pyKOBOACTBOM NO Hajsiexallell NpousBOACTBEHHON
NPaKkTUKe ANA NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk:

Francesca Amarela DECISION / 3aknioueHue: /\ O (700
DATE / flara: Q}fh Z-/ SO

M. Inés Ribeiro
QUALIFIED PERSON / OTBeTcTBEHHOE NUUO: O
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