SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUNKAT AHAINN3A TOTOBOIO NPOAYKTA

| PRODUCT / NPOAOYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu HasanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOf NMPOAOYKTA: 704531

BATCH Ne / NTAPTUA Ne /: 11197

MANUFACTURE DATE: / BATA NU3rOTOBNEHWUA: 09/2021

C.A/ CEPTU®UKAT AHAJTTU3A: 4916/21

ANALYTICAL PROC. N°:/ MTPOTOKON AHAITU3A Ne: SRAS-9WACRYV.2

EXP./ CPOK TOOAHOCTW: 09/2024

ANALYTICAL REFERENCE / PE®EPEHTHBIN UCTOYHUK METOOOB AHAJWU3A: Normative documentation / HopmatnsHas
nokymeHTauus M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 ot 01.02.2019, nam. Ne

2 ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NPOAYKTA KINUEHTA: 3.02362.0254

TESTS
MokasaTtenu

SPECIFICATIONS
Cneundmkauumm

RESULTS
PesynbTaTbl

Description/ Onucanne

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Npo3spayHbIn
UNU NoYTW MPO3payHbii, OT No4yTn GecuBeTHOro
Ao crnabo XenToro LueeTa pacTeop.

Complies / CooTtBetcTBYET

Identity/ NoanuHHoCcTL
Oxymetazoline hydrochloride /
OkcuMeTasofnuHa rmapoxnopua

Benzalkonium Chloride /
BeHaankoHusa xnopua,

The retention time of the main peak on the
chromatogram of test solution should comply with
the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /
Bpema ygepxuBaHuMsi OCHOBHOMO mnuka Ha
XpOMaTorpamMmmMe UCMbLITYEMOro pacTBopa LOMKHO
COOTBETCTBOBATbL BpeMeHM yAepXKUBaHWA
OCHOBHOrQ nuka Ha Xpomartorpamme
CTaHZapTHOro pacteopa OKCUMETAa30MK1Ha
ruapoxnopuaa, MONy4EHHOM npu
KONMYECTBEHHOM OMNpeAENEHUN.

The retention time of the main peak on the
chromatogram of test solution should comply with
the retention lime of the main peak on the
chromatogram of Benzalkonium Chloride standard
solution obtained in Assay method /

Bpema ypepkuBaHUsi OCHOBHOrO MuKa Ha
XpomMaTorpaMmMe UCMbITYyeMOro pacTBopa AOMKHO
COOTBETCTBOBATL BpemMeHn yAepxuBsaHus
OCHOBHOrO nuka Ha XxpomaTtorpamme
CTaHAapTHoOro pacteopa 6GeHsankoHus xnopuaa,
NOMYYEHHON NPU KONIMYECTBEHHOM ONPEeAEneHnn.

Complies / CooTBeTCTBYET

Complies / CooTBeTCTBYET

Clarity / Npo3pa4HocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pornxeH GblTe MNpo3paqHbiM - UMK
WHTEHCUBHOCTL  OMAanecueHUMK He  JOMKHa
npeBsbiaTh onanecueHum1n 3TanoHHOM
cycneHsum |.

Complies / CootBeTCcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A TOTOBOIO NPOAYKTA

PRODUCT / NIPOOYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBnu® kannu HazanbHblie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOO NPOAYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 11197
MANUFACTURE DATE: / JATA U3rOTOBJIEHUA: 09/2021 C.A/ CEPTUDUNKAT AHATIU3A: 4916/21
ANALYTICAL PROC. N°: / TPOTOKOJN AHAIU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTH: 09/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatueHas
AokymeHTaums M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ nam. Ne 1 ot 01.02.2019, uam. Ne
2 ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KO NPOOYKTA KNUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundmkauum PesynbTaTthbl
Color of solution / LiBeTHOCTb The color intensity of the product should not | Complies/ CooTBeTcTBYET
exceed the color intensity of the reference solution
Y7 | WHTEHCUBHOCTL OKpacku npenapaTta He
OOMKHA MpeBbIWATh WHTEHCWBHOCTb  OKPAacku
aTanoHHoro pacteopa Yz
Relative density (d 20/20) / OTHocutensHas From 1.006 to 1.010/ O1 1,006 no 1,010
nnotHocTh /d 20/20) 1.008
pH From 5.5t06.5/0155806,5 59
Osmolality / OcmonsnsHoOCTb From 270 to 330 mOsmol/kg / Ot 270 pgo 330
mOcmonb/kr 278
Filling volume / U3BnekaeMblit 06beM Not less than nominal / He MeHee HOMUHAMNBHOIO Complies / CooTsetctByeT
Related substances / PogcTBeHHbIE Nnpumecu
Impurity A / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % < Detection Limit
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % < Detection Limit
Individual unidentified impurity / EausnyHas Not more than 0.1 % / He 6onee 0,1 % ) -
< Detection Limit
HenaeHTudbMLUMpPOBaHHAA NPUMECH
N age v 0, 0,
Total impurities/ cymma scex npumeceit Not more than 1.2 % / He 6onee 1,2 % < Detection Limit
Assay / KonnyectBeHHoe onpeaerieHue
Oxymetazoline hydrochloride / 237.5 - 262.5 ug/ml / 237.5 — 262.5 mxr/mn 248.7
OkcuMeTasonuHa rmapoxnopua
Benzalkonium chloride / BeHaankoHus 45 — 55 pg/mi 45 — 55 mkr/mn
rnapoxsnopug 48
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A TOTOBOIO NMPOAOYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazauBuH® kannu HasansbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHUI KOl NPOAYKTA: 704531 BATCH Ne / TAPTUA Ne /: 11197
MANUFACTURE DATE: / BATA N3rOTOBMEHWA: 09/2021 C.A |/ CEPTUOUKAT AHAINMN3A: 4916/21
ANALYTICAL PROC. N°: / MPOTOKOJT1 AHAITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FOOHOCTW: 09/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHWUK METOOOB AHAJIU3A: Normative documentation / HopmaTtusras

pokymeHTauus N N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ nam. Ne 1 o1 01.02.2019, nam. Ne
2 o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOZ MPOAYKTA KIUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuudukauuu PesynbTtaThl
Microbial purity / MukpoGuonoruyeckas
yucrtoTa
Total aerobic microbial count (TAMC) / Not more than 102 CFU/ml/ 1 CFU /ml
.« 2 < m
O6Lwee yncno aspobHeix HGakTepunt He Gonee 10° KOE/Mn
Total combined yeast and molds count Not more than 101 CEU/ml/
(TYMC) / ObLiee KonNn4YeCcTBO APONCKEBLIX U 1 <1CFU/ml
MNeCHEBLIX rpUGoB He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OTcyTcTBre B 1 MR Absent/ OtcyTcTayioT
Staphylococcus aureus Absence in 1 ml / OTcyTcTBume B 1 Mn Absent / OteyTcTayioT
Package / Ynakogka 10 ml in amber glass vial with cap-pipette. 1 vial
and a patient information leaflet in a carton. / no
10 Mn BO hnakoH TEMHOrO CTEKNa C KPbILLIKOM- Complies / CooTeTCTBYET
nunetko. Mo 1 dnakoHy ¢ WHCTpyKUuen no
NMPUMEHEHUIO NOMELLIAIOT B KAPTOHHYIO Nayky.
Labeling / MapkupoBka According to ND / B cooTtBeTcTBUM ¢ HJ] Complies / CooTBeTCcTBYET

Storage / XpareHue: At temperature below 25°C. / Mpn Temnepatype He Bbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 ropga

REMARKS / NMpumeyaHue:
The Product conforms to ND/
MpogykT cooTBeTCTBYET TPeGoBaHuaM HI

BATCH REMARKS / MpumeuyaHue 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. / JaHHbiM CBUAETENLCTBYIO, YTO AaHHas NapTMA NPoOBEepeHa B
COOTBETCTBUM C paspelleHWemM Ha MapKeTUHr u EBponeickum pyKoBOACTBOM NO HazneXallei Npou3BOACTBEHHOW
npakTuke ANA NekapcTBEHHbLIX NPOAYKTOB. /
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ANALIST / Ananutuk: DECISIONI3aKm0m?‘|m? ,1’/ -"(r v of
Viviana Gongalves DATE/flata: 79 /s ';’.-' ZQZ ( 4 o ‘,}K
Natacha Marreiros QUALIFIED PERSON / OtBeTCcTBEHHOE NULLO; E‘"*/)

3/3
IMP.5.7




