SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu Ha3anbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHUI KO NMPOOYKTA: 704531

BATCH Ne / MAPTUA Ne /: 30039

MANUFACTURE DATE: / OATA U3rOTOBJIEHUA: 01/2023

C.A/CEPTUDUKAT AHAJTU3A: 533/23

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHATTU3A Ne: SRAS-9WACRV.2

EXP./ CPOK rOQHOCTU: 01/2026

ANALYTICAL REFERENCE / PEOEPEHTHbLIA NCTOYHUK METOOB AHAMNU3A: Normative documentation / HopmatueHast

AokymeHTauus 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KO/l NPOAYKTA KITMEHTA: 81775838

TESTS
MokazaTtenu

SPECIFICATIONS
Cneuucukauuu

RESULTS
PesynbTaTthbl

Description/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MNpo3apayHbiit
UM AOYTM NpOo3payHblil  pacTBop OT NOYTU
BecupeTHoro 4o cnabo-xenToro LeeTa.

Complies / CooTBeTcTBYET

Identity/ MognuHHOCTL
Oxymetazoline hydrochloride /
OxkcvmMeTa3onuHa ruapoxnopua

Benzalkonium chloride / BeHsankonus
xnopun

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. /
Bpems yaepxuBaHWS OCHOBHOrO nuka Ha
XpoMaTorpamMmme WCMbITYEeMOro pacTBopa A0MKHO
COOTBETCTBOBATL BpEMEHU YAEPXKUBAHUA

OCHOBHOIO nuka Ha XpomaTorpamme
CTaHZapTHOro pacteopa oKCUMeTa3onunHa
ruapoxnopvaa, Nony4YeHHon npu

KONMU4YeCTBEHHOM ornpeaeneHuun.

Retention time of the main peak in the
chromatogram of the test solution should comply
with relenlion time of the maln peak In the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpewms
YAEPXKUBAHWSA OCHOBHOIO NUKA Ha XpomaTorpaMme
MCNbITYeMOro pacTsopa A0MKHO COOTBETCTBOBATL
BPEMEHN YAEepXMBAHUA OCHOBHOrO MUKa Ha
xpomarorpamme CTaHfapTHOro pactBopa
OeH3ankoHua xropwvaa, NonyyYeHHon npu
KONUYECTBEHHOM onpeaeneHuu.

Complies / CooTBeTcTBYET

Complies / CooTBeTcTBYET

Clarity / Mpo3pauHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuums
npenapara He DOMXHa npesbIWaTh
onanecuUeHUunio  dTanoHa cpaBHeHus  |/Boabl
OYULLEHHON.

Complies / CooTBeTcTBYET

Color / UseTtHOCTb

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat aonxeH GbiTh
BecuBeTHbIM WNKU  BbIAEPXKMBATL CPABHEHUE C
3TanoHoMm Y7.

Complies / CooTseTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®OUKAT AHATNTU3A TOTOBOIO NPOLAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704531

BATCH Ne / MAPTWUA Ne /: 30039

MANUFACTURE DATE: / OATA U3rOTOBIEHUSA: 01/2023

C.A/ CEPTUOUKAT AHAINKN3A: 533/23

ANALYTICAL PROC. N°: / TPOTOKON AHAMNKM3A Ne: SRAS-9WACRV.2

EXP./CPOK TOOHOCTHU: 01/2026

ANALYTICAL REFERENCE / PEOEPEHTHbIM NCTOYHWK METOJIOB AHAIU3A: Normative documentation / HopmatusHas

AokymerTaums M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KNNEHTA: 81775838

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudukauum Pesynbrathi
Relative density (d 20/20) / OTHocuTenkHan From 1.006 to 1.010/ Ot 1,006 po 1,010
nnoTtHocTb (d 20/20) 1.008
pH From5.5t06.5/015,5006,5
5.9
Osmolality / OcmonsansHocTb From 270 to 330 mOsmolkg / Ot 270 go 330
mMOcmonb/kr 273

Relative impurities / PogcTBeHHbIe npumecH
Impurity A (hydrolysis product) / Mpumecs A
(npoaykT ruaponusa)

Impurity ZP-1 / MNpumecs ZP-1

Individual unidentified impurity / Eauiunynasn
HengeHTUUMpoBaHHasa NPUMeCh

Total impurities/ Cymma npumecei

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 / KonnyectBeHHoe onpegeneHue
Oxymetazoline hydrochloride /

From 237.5 to 262.5 ug/mL of oxymetazoline

OxkcnmeTasonuHa rmapoxiopua hydrochloride/ Ot 237,5 no 262,5 mkr/mn 245.0
OKCUMETa3onNuHa rmapoxnopuaa.

Benzalkonium chloride / BeHsankoHus xnopwa From 45 to 55 pg/mL of benzalkonium chloride/ Ot 48
45 po 55 mkr/mn GeH3ankoHua xnopuaa

Microbial purity / Mukpo6uonoruveckas

yucToTa

Total aerobic microbial count (TAMC) / Not more than 10> CEU / ml / <1 CFU/ml

O6bLiee uncno asapobHeix BakTepuit He Gonee 102 KOE/mnt

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

O6bLLee 4iCno APOXOKEBLIX W NNIECHEBLIX rprGoB

Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 10' KOE/Mn

Absence in 1 ml / OtcyTcTBME B 1 MN

Absence in 1 ml/ OtcyTctBre B 1 Mn

Absent / OtcyTcTeyioT

Absent / OtcyTteTRYtOT

2/3

IMP.5.9




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA, NMPOOYKTA: 704531 BATCH Ne / MAPTUA Ne /: 30039
MANUFACTURE DATE: / AATA U3FOTOBNEHUA: 01/2023 C.A/ CEPTU®UKAT AHATNN3A: 533/23
ANALYTICAL PROC. N°: / TPOTOKOI AHAINU3A Ne: SRAS-9WACRV.2 EXP./CPOK TrOOHOCTU: 01/2026

ANALYTICAL REFERENCE / PEQEPEHTHbBIN UCTOYHUK METOAOB AHANMU3A: Normative documentation / HopmaTtueHas
AokymeHtauma 11 N012964/01 221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOl NPOQYKTA KIUEHTA: 81775838

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneyudrkaumm Pe3ynbTratbl
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 npenapata BoO hriakoH TEMHOTO
cTekna C HasWHuYuBaemo# nonunponuneHosont | Complies / CooTReTCTBYET
KPbIWKOW CO BCTPOEHHOW NUNETKOM 13 CTekna Tuna
3 (EBp. ®.) n GpombByTUNKay4yKa.

Mo 1 dnakoHy ¢ UHCTPYKLMEir No

NPUMEHEHUIO B NaYKy KAPTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUU C HOPMATUBHOI Complies / CooTBeTCTBYET
AOKyMeHTauuen.

Storage / XpaHeHue: At temperature below 25°C. / Mpwn TemnepaType He Bbiwe 25°C.

Shelf life / Cpok rogHocTU: 3 years/ 3 roaa

REMARKS / NpumMeyaHue:
The Product conforms to ND/
MpogykT cooteeTcTBYET TpeboBaHuaM HI,

BATCH REMARKS / NMpumevaHue ansa 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 CBMAETENLCTBYIO, YTO AaHHas MapTUS NPOBEPEHa B
COOTBETCTBUAU C pa3pelleHneM Ha MapkeTuHr u EBponedickum pyKOBOACTBOM MO Hagnexawielt npousBoACTBEHHOW
NpakTuke AN NekapCTBEHHbIX NPOLYKTOB.

ANALIST / Ananutuk:
Francesca Amarela DECISION / 3aknioueHue: 4 dL /
Maring M DATE / faTa: >(/O{ \/b 0
arina pr
arques QUALIFIED PERSON / OTBeTCTBeHHoe nuvyuo:
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