SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A rOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu Ha3anbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUI KOA MPOAYKTA: 704530 BATCH Ne / TTAPTUA Ne /: 20250
MANUFACTURE DATE: / AATA U3IOTOBJNEHWA: 03/2022 C.A/ CEPTUOUKAT AHATTU3A: 1522/22
ANALYTICAL PROC. N°: / MPOTOKOIN AHAITU3A Ne: SRAS-9WACNM.3 EXP./ CPOK FrOOAHOCTW: 03/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIW UCTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmatusHas

AokymeHTaums N N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019 / nsm. Ne 1 o1 01.02.2019, nam. Ne 2
07 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO1 NPOAYKTA KNUEHTA: 81725412

TESTS SPECIFICATIONS RESULTS
MNokasartenu Cneuuncukauyum PesynbTaThl
Description/ OnucaHue Transparent or almost transparent, from a nearly Complics /
colorless to slightly yellow solution / Npo3apayHbiii C p
VNN MOYTU MPO3paYHbIl, 0T NOYTH 6eCLBETHOMO A0 OOEECTCTIRYCT

cnabo xenToro UeeTa pacTBop.

Identity/ MopnuuHocTL
Oxymetazoline hydrochloride /

The retention time of the main peak on the
OkcuMeTa3onuHa rugpoxnopun

chromatogram of test solution should comply with
the retention time of the main peak on the Complies /
chromatogram of O‘xyme.-tazohne hydrochloride CooTBeTCTBYeT
standard solution obtained in Assay method /

Bpems yaepXuBaHWUS  OCHOBHOTO NWUKa Ha
XpomaTorpamme UCMbITYEMOrO pacTeopa AOJIKHO
COOTBETCTBOBATL BPEMEHM yaepXuBaHus
OCHOBHOTO nuka Ha XpomaTorpamme
CTaHAapTHOro pacTsopa oKcUMeTas3oNnHa
rMapoxnopuaa, Nony4eHHoN Npu KONUYECTBEHHOM

onpeseneHuu.

Benzalkonium Chloride / The retention time of the main peak on the C lies /

BeHsankoHus xnopun chromatogram of test solution should comply with e
the retention time of the main peak on the CootsercTByeT

chromatogram of Benzalkonium Chloride standard
solution obtained in Assay method /

Bpema ygepxuBaHuUsi OCHOBHOIC nuKa Ha
XpomaTorpaMmMe UCMbITYeMOro pacTsopa LOMMKHO
COOTBETCTBORATb BpeMeHn yAepXuBaHus
OCHOBHOFO nuka Ha Xpomartorpamme
CTaHAapTHOro pacteopa GeHsankoHus xnopuga,
MONYYEHHOU NPU KONMYECTBEHHOM OnNpeaeneHuu.

Clarity / MpoapauHocTe The solution should be ‘transparent or the

opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pomkeH ObiTb  Npo3payHbiM WK
WHTEHCUBHOCTb  OManecueHUMn He  [OrKHa

npeBbIWaTh onanecueHuLn aTanoHHom CycneHauun
l.

Complies /
CooTtBercTBYET
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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 0.01 % Russia / HaauBnH® kannu nazanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KOA, NMPOAYKTA: 704530

BATCH Ne / TAPTUA Ne /: 20250

MANUFACTURE DATE: / DATA U3rOTOBNEHWA: 03/2022

C.A | CEPTU®UKAT AHANUIA: 1522/22

ANALYTICAL PROC. N°: / TPOTOKON AHATN3A Ne: SRAS-9WACNM.3

EXP./ CPOK TrOOHOCTMW: 03/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOLOB AHANWU3A: Normative documentation / HopmaTtusHas
AoxkymeHTauna N 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 / BHYTPEHHUI KOO NPOAYKTA KNMUEHTA: 81725412

TESTS SPECIFICATIONS RESULTS
MNokasartenu Cneundukauum PesynbTathl
Color of solution / LieTHOCTbL The color intensity of the product should not
exceed the color intensity of the reference solution )
Y7 | WHTEHCMBHOCTL oOKpacku npenapata He Complies /
AOIDKHA NpeBblath WHTEHCUMBHOCTbL  OKPAaCKW CooteeTcTayet
3TanoHHoro pacrteopa Y7
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ OT1 1,006 go 1,010 1.008
nfoTHocTb /d 20/20)
pH From55t06.5/015,5006,5 5.9
Osmolality / OcmonsnbHoOCTL From 270 to 330 mOsmol/kg / Ot 270 po 330 280
MOcmonb/kr
Filling volume / N3Bnekaembiii 06bem Not less than nominal / He MeHee HOMUHanNLHOro Complies /
CooTBetcTBYET
Related substances / PogcTeBeHHbIe npumMecn
Impurity A / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHnyHasn Not more than 0.1 % / He 6onee 0,1 % <LD
HeuaeHTUMLUMPOBaHHAA NPUMECH
Total impurities/ cymma Bcex npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyecTBeHHOe onpegenexve
Oxymetazoline hydrochloride / 95 — 105 ug/ml / 95 — 105 MKr/Mn 99
OKkcumMeTasonmnHa rmapoxnopua,
Benzalkonium chloride / BeHsankoHus 45 — 55 pg/ml / 45 — 55 mkr/mn
ruapoxnopua 48
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia/ Ha3auBuH® kxannu HaszanbHble 0,01% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOJ MPOOYKTA: 704530 BATCH Ne / TAPTUA Ne /: 20250

MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 03/2022 C.A/ CEPTU®UKAT AHANN3A: 1522/22

ANALYTICAL PROC. N°: / NTIPOTOKOJT AHANTU3A Ne: SRAS-9WACNM.3 EXP./ CPOK FrOOHOCTHW: 03/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHANMU3A: Normative documentation / Hopmatushas
nokymeHnTtauws M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019 / nam. Ne 1 o1 01.02.2019, usm. Ne 2

oT 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOA NPOAYKTA KMUEHTA: 81725412

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudunkaumm PesynbTaThbl
Microbial purity / Mukpo6uonoruueckasi
yucroTa
Total aerobic microbial count (TAMC) / Not more than 10° CEU / ml / e
; < m
Obuwee yncno aspobHblx GakTepuit He Gonee 102 KOE/mn
Total combined yeast and molds count Not more than 10" CFU /ml/
(TYMC) / OBLuee KONUYECTBO OPOXOKEBbIX U 1 <1 UFC/mI
nnecHesblx rpubos He Gonee 10" KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTBrE B 1 Mn Absent/ml
Staphylococcus aureus Absence in 1 ml/ OTtcytctBue B 1 Mn Absent/ml
Package / YnakoBka 5 mlin amber glase vial with cap pipette. 1 vial and
a patient information leaflet in a carton. / no 5 mn Comblies /
BO hNakoH TEMHOIO CTEKNA C KPbILIKOW-NUNETKON. Coonaer;cna -
1 dnakoH C UWHCTPyKUMEl no npUMEHEHUIO y
MOMELLAIOT B KAPTOHHYI NaYKy.
Labeling / Mapkupogka According to ND / B cooTeeTcTBuu ¢ HJ] Complies /
CooTeetcTBYET

Storage / XpaHeHune: At temperature below 25°C. / Mpun TemnepaType He Bbilue 25°C,

Shelf life / Cpok roanoctu: 3 years / 3 roga

REMARKS / Npumeyanue:
The Product conforms to ND/
MpoaykT cooteeTcTBYET TpebosaHuam HL

BATCH REMARKS / lNpumeuaHue ansi 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. / JaHHbIM CBUAETENbLCTBYIO, YTO AaHHas NapTus NpoBepeHa B
COOTBETCTBUW C pa3peleHneM Ha MapkeTUHr U EBponeiickuM pykoBOACTBOM MO HaAREXallel NpoU3BOLCTBEHHOI

NpaxkTuke Ana NeKapCTBEHHbIX NPOAYKTOB.

J

/
/

ANALIST / AHanutuk:
Viviana Gongalves

Natacha Marreiros

DECISION / 3akrnioueHue:

4

QUALIFIED PERSON / OTBeTcTBEHHOE NULO:
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