SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A TOTOBOIO NPOAOYKTA

PRODUCT / NIPOOYKT: Nasivin Nas_al Drops 0.025 % Russia / HaauBuH® kannu HazanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOJ, MPOAYKTA: 704531

MANUFACTURE DATE: / OATA M3rOTOBIEHUS: 09/2021

ANALYTICAL PROC. N°: / TIPOTOKOST AHATNN3A Ne: SRAS-OWACRV.2

2 o1 28.10.2019)

BATCH Ne / MAPTUA Ne /: 111832

C.A/ CEPTU®UKAT AHAITU3A: 4825/21

EXP. / CPOK FOOHOCTMU: 09/2024

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOOOB AHAJIMU3A: Normative documentation / HopmaTusHast
AokymenTauus 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

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KIMMEHTA: 3.02362.0254

TESTS
MokaszaTtenu

SPECIFICATIONS
Cnevuucmnkaumm

RESULTS
PesynbTathl

Description/ OnncaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / NpospayHbii
MM MOYTU NpPO3payvHbIil, OT NOYTU GecuBETHOro
Ao cnabo XenToro upeTa pacTeop.

Complies / CootBeTCTBYET

Identity/ MoanuHHOCTL
Oxymetazoline hydrochloride /
OxkcumerasonuHa rugpoxnopua

Benzalkonium Chloride /
BeHaankoHus xnopug

The retention time of..the ,rhaih pegk. 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 /
Bpems ynepxvBaHMA OCHOBHOTO NuKa Ha
XpoMaTorpamMme UCNbITYEMOr0 pacTBopa LOMKHO
COOTBETCTBOBATbL BpEMEHK yAepXuBaHus
OCHOBHOIO nvika Ha Xxpomarorpammve
cTaHAapTHOro pacteopa OKCUMETa30sHa
ruapoxropuaa, nony4YeHHon npu
KOSINYECTBEHHOM ONpeAeneHuy.

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 Benzalkonium Chloride standard
solution obtained in Assay method /

Bpemsi yaepkuBaHMA OCHOBHOFO NKa Ha
XpomaTorpamme UCNbITYEMOro pacTBopa LOMKHO
COOTBETCTBOBATH BPEMEHM yaepXvuBaHus
OCHOBHOIO nuka Ha XpomaTorpamMmme
cTaHgapTHOro pacTeopa 6eHsankoHWsi xrnopuaa,
NOsSTY4€HHON NPUW KOMMYECTBEHHOM onpeaerneHun.

Complies / CooTReTcTBYET

Complies / CooTBeTcTBYET

Clarity / Npo3payHocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pomkeH ObiTb  npo3payHbiM - WAK
WHTEHCUBHOCTL  onanecueHUMn He  LOoMkKHa
npesbIWaTh onanecueHuumn 3TanoHHON
cycneHsum |

Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANN3A TOTOBOIO NMPOOYKTA

| PRODUCT / POAYKT: Nasivin Nasal Drop_s 0.025 % Russia / Ha3uBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUI KOA MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 111832
MANUFACTURE DATE: / OATA U3rOTOBMEHUSA: 09/2021 C.A/ CEPTU®UKAT AHAJTIU3A: 4825/21
ANALYTICAL PROC. N°: / MPOTOKON AHAITU3A Ne: SRAS-OWACRV.2 EXP./ CPOK FOOHOCTW: 09/2024

ANALYTICAL REFERENCE / PEQEPEHTHbBIN UCTOYHUK METOOOB AHAINU3A: Normative documentation / HopmaTusHas
JokymeHTalmsa 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 / BHYTPEHHUIW KO NMPOAYKTA KNUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundonkaumnu Pe3ynbTarhl
Color of solution / LiBeTHoCTb The color intensity of the product should not | Complies/ CooTeeTcTByeT

exceed the color intensity of the reference solution
Y7 [/ WHTEHCMBHOCTE OKpacku npenapata He
JOMKHA NPeBbIWATb UHTEHCUBHOCTL  OKpPacku
aTanoHHoro pacreopa Yz

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 o 1,010
nnotHocTb /d 20/20) 1.008
pH From 5.5t06.5/015,5006,5 59
Osmolality / OcmonanbHOCTL From 270 to 330 mOsmol/kg / OT 270 go 330
MOcmonb/kr 278

Filling volume / U3Bnekaembiit 06em Not less than nominal / He MeHee HOMUHarBLHOro Complies / CooTBeTcTBYET
Related substances / PoactBeHHble npumecu

Impurity A / MNpumecs A Not more than 0.5 % / He 6onee 0,5 % < Detection Limit

Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % < Detection Limit

Individual unidentified impurity / EanHnunHas Not more than 0.1 % / He 6onee 0,1 %

< Detection Limit
HenaeHTUULMPOBaHHaA NpUMECh

Total impurities/ cymma Bcex npumecet Not more than 1.2 % / He 6onee 1,2 % < Detection Limit

Assay / KonnyecTBeHHOe onpegeneHue

Oxymetazoline hydrochloride / 237.5—262.5 ug/ml / 237.5 — 262.5 mkr/mn 250.4
OxkcumeTasonuHa ruapoxnopus

Benzalkonium chloride / BeHsankoHus 45 — 55 pg/ml 45 — 55 mkr/mn
rmnapoxnopua 48
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INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A TOTOBOIO NMPOOAYKTA

PRODUCT/I‘IPO,[L;K? Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUI KOA MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 111832
MANUFACTURE DATE: / OATA U3rOTOBJIEHUA: 09/2021 C.A/ CEPTUO®UKAT AHANN3A: 4825/21
ANALYTICAL PROC. N°: / IPOTOKOIN AHANU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOOQHOCTW: 09/2024

ANALYTICAL REFERENCE / PEGEPEHTHbLIN UCTOYHMK METOLOB AHAJIU3A: Normative documentation / HopmaTusHas
AokymeHTauma I N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ usm. Ne 1 ot 01.02.2019, nam. Ne
2 01 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO[ NMPOOYKTA KIUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuudumkauyum PesynbraThl
Microbial purity / Mukpo6uonoruueckasn
yucroTa
Total aerobic microbial count (TAMC) / Not more than 10° CFU / ml / PP
. : < m
Ob6Lwee yncno aspobHbIX BakTepuil He 6onee 10° KOE/mn
Total combined yeast and molds count Not more than 10" CFU/ml/
(TYMC) / Obulee konm4ecTso ApoXcKeBbIX 1 1 <1CFU/ml
nrecHeBsIX rpubos He Gonee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBue B 1 Mn Absent / OtcyteTayioT
Staphylococcus aureus Absence in 1 ml / OtcyTcTBue 8 1 mn Absent/ OtcytetsyioT
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial
and a patient information leaflet in a carton. / no
10 mMn BO dnakoH TEMHOro CTekna ¢ KPbILKOMN- Complies / CooTaeTcTByeT
nunetkod. Mo 1 chnakoHy € WHCTpyKUMEl no
NMPUMEHEHWIO NOMELLAIOT B KAPTOHHYIO Nayky.
Labeling / MapkupoBka According to ND / B cooTtBeTcTBUM ¢ H, Complies / CooTtBeTcTBYET

Storage / XpaHeHnwue: At temperature below 25°C. / Mpu TemnepaType He Bhiwwe 25°C.

Shelf life / Cpok rogHocTK: 3 years / 3 roga

REMARKS / NMpumeyanme:
The Product conforms to ND/
[MpoaykT cooreeTcrayeT Tpebosanuam HJl

BATCH REMARKS / lMpumMeyaHue ansa 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 CBMAETENLCTBYIO, YTO AaHHAA NapTUs NpoBepeHa B
COOTBETCTBUN C paspelleHneM Ha MapkKeTWHr U EBponeickum pykoBOACTBOM MO Haanexallel Npou3BoaCTBEHHON

NPaKTUKE A1 NEKAPCTBEHHbIX NPOAYKTOB. /
— £ia N7 4. 4 {

ANALIST / AHanuTuK: DECISION / 3akniouenue: /|/fF 77 7

Viviana Gongalves DATE / flara: l\\/c 7/¢2 :

M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NULIO:
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