SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 20585
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 05/2022 C.A /| CEPTUOUKAT AHAINU3A: 2616/22
ANALYTICAL PROC. N°: / MIPOTOKOI AHANU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOHOCTMW: 05/2025

ANALYTICAL REFERENCE / PEQEPEHTHbI UCTOYHUK METOQOB AHAJNU3A: Normative documentation / HopmaTtueHas

fokymeHTtaums M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 o1 01.02.2019, nam. Ne 2
ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOAYKTA KITMEHTA: 81725414

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundmkauvn Pesynbrarthl

Description/ Onucanue
P Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / Npo3paynbIi
VU NOMTU NPO3payHblil, OT NoYTH BecuBEeTHOro 40
cnabo xenToro LBeTa pacTeop.

Complies / CooTBeTcTBYET

Cxymetazaine hyarochorid Iho rlerton ime of he a pock on e
Okeumerasonuwa ruapoxnopua the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride Complies / CootseTcTBYET
standard solution obtained in Assay method /

Bpemsi  yAepxuBaHMA OCHOBHOrO nuUKa Ha
XpomaTorpamMme UCMLITYEMOro pacTBopa AOSHKHO
COOTBETCTBOBATb BPEMEHU YAEPXUBAHUA
OCHOBHOTO nuka Ha XpomaTorpamme
CTaHAAPTHOro pacTBopa oKcHMMeTasonmHa
rUApOXnopuaa, NONYyYEHHON NPY KONMYECTBEHHOM

onpeaeneHuu.
Benzalkonium Chloride / The retention time of the main peak on the
BeH3ankoHus xnopma chromatogram of test solution should comply with

the retention time of the main peak on the
chromatogram of Benzalkonium Chloride standard Complies / CooTeeTcTBYET
solution obtained in Assay method /

Bpema ypepxuBaHusi OCHOBHOrG nuka Ha
XpomaTorpaMme UChbLITyemMoro pacteopa JOMKHO
COOTBETCTBOBATL BpeMeHN YAEPKUBaHUA
OCHOBHOrQ nvKka Ha xpomaTrorpamme
CTaHaapTHOro pactsopa GeHsankoHwa Xnopuaa,
NOMYyH4EeHHON NpU KOTMYECTBERHOM ONpeaeneHnn,

Clarity / MpoapayHocTsb The solution should be transparent or the
opalescence intensity should not exceed the .
opalescence of the reference suspension | / Complies / CooTeetcrayer
Pacteop pomkeH ObiTs  NpPoO3paudHbIM - Unu
WHTEHCUBHOCTb  OManecUeHUMM He [omkHa

npesbillaTh ONANECUEHLMN 3TanOHHON CyCneHann
.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A rOTOBOIO NMPOOYKTA

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

ARTICLE CODE / BHYTPEHHUI KO NPOOYKTA: 704531

BATCH Ne / NAPTUA Ne /: 20585

MANUFACTURE DATE: / ATA U3IOTOBJEHUA: 05/2022

C.A/CEPTU®UKAT AHATIU3A: 2616/22

ANALYTICAL PROC. N°: / MPOTOKOI AHAINNU3A Ne: SRAS-9WACRV.2

EXP./CPOK FrOOHOCTW: 05/2025

ANALYTICAL REFERENCE /| PEQEPEHTHbIM UCTOYHUK METOOOB AHAJIMM3A: Normative documentation / HopmaTusHas
AokymeHTauus 1 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

0T 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOf, NPOAYKTA KIUEHTA: 81725414

TESTS
Mokasarenu

SPECIFICATIONS
Cneuudukaumuun

RESULTS
PeaynbraTthbl

Color of solution / LiseTHocTb

The color intensity of the product should not exceed
the color intensity of the reference solution Y7 /
MNHTEHCMBHOCTb OKpacku Mpenaparta He AoMmkHa
NPeBbIlaTh MHTEHCUBHOCTL OKPacku 3TaroHHOro
pacTBopa Y7

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTensHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1.007
nnoTHoCcTL /d 20/20)

pH From5.5t06.5/015,5006,5 59
Osmolality / OcmonaneHoCcTL From 270 to 330 mOsmol/kg / Ot 270 go 330 279

MOcMonb/kr

Filling volume / NU3BnekaembIit 06bem

Not less than nominal / He MeHee HOMUHanbHOro

Complies / CooTBeTcTBYET

Related substances / PogcTBeHHbIe npuMecu

Impurity A / Mpumect A
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EauHuunas
HenaeHTNDULMPOBaHHAs NPUMECH

Total impurities/ cymma Bcex npumecent

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 / KonuyecTBeHHOe onpeaenexue

Oxymetazoline hydrochloride /
OxcumeTasonuHa ruapoxnopus

Benzalkonium chloride / BeHsankoHus
ruapoxnopua

237.5 - 262.5 pg/ml / 237.5 — 262.5 mkr/mn

45 — 55 pg/ml 45 — 55 mkr/mn

245.9
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOARYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kannu HasanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOAYKTA: 704531 BATCH Ne / TAPTUA Ne /: 20585
MANUFACTURE DATE: / JATA U3rOTOBNEHUSA: 05/2022 C.A/ CEPTU®UKAT AHAINU3A: 2616/22
ANALYTICAL PROC. N°: / MTPOTOKO AHATIU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOOAHOCTM: 05/2025

ANALYTICAL REFERENCE /| PEQEPEHTHbIN UCTOYHMK METOAOB AHAJTM3A: Normative documentation / HopmaTvBHasi

AokymeHTauua 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, usm. Ne 2
ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOL MPOAYKTA KITMEHTA: 81725414

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundumkauum Peaynbtartbl
Microbial purity / Mukpobuonoruyeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 10° CFU / ml / 1 CEU / ml
= < m
O6uee yncno aspobHbIx GakTepuit He Gonee 1 02 KOE/mn
Total combined yeast and molds count Not more than 10" CFU /ml /
(TYMC) / ObLuee KONMYECTBO APOXOKEBbIX 1 1 <1 CFU/ml
MFIECHEBbIX rPUGOB He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTeue B 1 Mn Absent / OtcyTcteytoT
Staphylococcus aureus Absence in 1 ml / OtcyTcTaue B 1 Mn Absent / OtcytcTaytoT
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial
and a patient information leaflet in a carton./ no 10
M1 BO onakoH TEMHOro CTekna ¢ KprLLIKOI‘/‘F Comp”es / COOTBeTCTByeT
nunetkon. Mo 1 dnakoHy C WHCTpyKuuMen no
NPUMEHEHMIO NOMELLAIOT B KAPTOHHYIO NaYKy.
Labeling / MapkupoBka According to ND / B cooTtBeTcTBYM € HL Complies / CootBeTcTByET

Storage / XpaHenue: At temperature below 25°C. / Mpu TemnepaTtype He Bbile 25°C.

Shelf life / Cpok rogrocTu: 3 years / 3 rona

REMARKS / lNpumeuarue:

The Product conforms to ND/

MpoaykT cooTBeTCcTBYET TpeboBaHuam HI
BATCH REMARKS / MpumeuaHue ans 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. / [aHHbiM CBUAEGTENLCTBYIO, YTO AaHHAS napTua npoBepeHa B

COOTBETCTBUM C paspewleHnemM Ha MapKeTUHr u EBpOﬂeVICKVIM PYKOBOACTBOM MO Hajnexawen npOME)BOACTBeHHOﬁ
npakTnuke ANa nekapCTBeHHbIX NPOAYKTOB.

ANALIST / AHanuTuk: DECISION/ 3a|<moqeﬂue )q/'/f’/ v :d(
Viviana Gongalves .
Natacha Marreiros DATE/flata: 7! 0{' & 2

QUALIFIED PERSON / OTBeTCTBEHHOE NULO:
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