SOFARIMEX

G INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO MPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasuBnH® kannu HazanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOAYKTA: 704532 BATCH Ne / NAPTHUA Ne /: 20608
MANUFACTURE DATE: / ATA U3TOTOBIEHWUA: 05/2022 C.A/ CEPTU®UKAT AHAJTN3A: 2799/22
ANALYTICAL PROC. N°: / NPOTOKOM AHAJIU3A Ne: SRAS-OWACU6.4 EXP. / CPOK TOAQHOCTMW: 05/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIM WCTOYHWUK METOOOB AHANMU3A: Normative documentation / HopmatueHas
AokymeHTauus 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, nsm. Ne
2 07 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NMPOAYKTA KIMEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundukayum Pesynbrarthl

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Npo3spauHbiit
Description/ Onucatue N NOYTM NPO3PaYHBIA, OT NouTu GecuseTHoro Ao | Complies / CooTeeTcTeyeT
cnabo xenToro ueeTa pacTeop.

Identity/ MoanuHHoCTbL

Oxymetazoline hydrochloride / The retention time of the main peak on the
OkcumerasonuHa rugpoxnopna chromatogram of test solution should comply with | Complies / CootsetcTayert
the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /
Bpema ynepXuBaHus OCHOBHOrO NWKa Ha
XpomaTorpaMme UCMbITYEMOIo pacTBOpa AOSKHO
COOTBETCTBOBaTh BpeMeHU yAepxusaHus
OCHOBHOTO nuka Ha XpomaTorpamme
CTaHgapTHOro pacTBopa OKCUMeTas30mMMnHa
rUAPOXIIOPUAA, NOMYYEHHON NPU KONUYECTBEHHOM
onpeneneHnu.

Benzalkonium Chloride / The retention time of the main peak on the
BeHz3ankoHua xnopug 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 /

Bpema yaepxuBaHMs OCHOBHOTO NWka Ha
XpomaTtorpaMmme UCMbITYEMOTO pacTBopa AOHKHO
COOTBETCTBOBATH BPOMEHY yoepxueanus
OCHOBHOro rnuka Ha XpomMartorpamme
CTaHAapTHOro pacteopa GeHsankoHus xropuaa,
Mony4YeHHON NPy KONMYECTBEHHOM OnpeaeneHun.

Complies / CooTtBeTcTRYET

The solution should be ftransparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Clarity / Mpo3pauHocTb Pacteop pgomkeH ObiTb MpO3payHbiM  WUNK Complies / CooTBeTCTBYET

WHTEHCMBHOCTb  OManecueHuMn He  [omkHa
npesbllLaTh onanecUeHUnn 3TanoHHO CycneH3nun
I
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SOFARIMEX

GINDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nas_al Drops 0.05 % Russia / Ha3anBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOf NPOLOYKTA: 704532

BATCH Ne / NAPTUA Ne /: 20608

MANUFACTURE DATE: / DATA U3FrOTOBNEHWA: 05/2022

C.A/ CEPTU®UKAT AHANU3A: 2799/22

ANALYTICAL PROC. N°: / MTPOTOKOIN AHAINU3A Ne: SRAS-9WACUG.4

EXP./ CPOK TrOOHOCTMW: 05/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOOOB AHAJIU3A: Normative documentation / Hopmatushas
JokymeHTaums 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, nam. Ne

2 01 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOZ MPOAYKTA KIUEHTA: 81725405

TESTS
Mokazatenn

SPECIFICATIONS
Cneuyudukauu

RESULTS
PesynwtaThl

Color of solution / BeTHOCTL

The color intenslty of the product should not
exceed the color intensity of the reference solution
Y7 |/ VIHTEHCMBHOCTb OKpacku npenapata He
JOMKHA MpeBbllaTh WHTEHCUBHOCTb  OKPaCKW
aTanoHHoro pacteopa Y7

Complies / CooTBeTCcTBYET

Relative density (d 20/20) / OTHocuTenbHast From 1.006 to 1.010/ Ot 1,006 no 1,010 1.009
nnotHocTb /d 20/20)

pH From5.5t06.5/ 0155 006,5 5.9
Osmolality / OcmonsinbHoOCTb From 270 to 330 mOsmol/kg / Ot 270 go 330 283

mOcmonb/Kr

Filling volume / U3BnekaeMbIit 06 beM

Not less than nominal / He MeHee HOMUHanbHOro

Complies / CooTBeTtcTBYET

Related substances / PoacTtBeHHble npumecu

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

Individual unidentified impurity / EauHuuHas
HenaeHTUMULIMPOBAHHANA NpUMeCh

Total impurities/ cymma scex npumeceii

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 onpegerneHue
Oxymetazoline hydrochloride /
OxcumeTasonuHa rugpoxnopug

Benzalkonium chloride / BeHsankoHus
rmapoxnopug

475 — 525 pg/ml / 475 — 525 mkr/mn

45 — 55 pg/ml / 45 — 55 mkr/mn

493
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SOFARIMEX

BINDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NPOOYKTA

PRODUCT / NPOQYKT: Nasivin Nasal Drops 0.05 % Russia / HaaneuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KOJ NMPOAYKTA: 704532 BATCH Ne / MTAPTUA Ne /: 20608
MANUFACTURE DATE: / JATA U3rOTOBRIEHUA: 05/2022 C.A |/ CEPTUO®UKAT AHANWU3A: 2799/22
ANALYTICAL PROC. N°: / MPOTOKOI AHAJIU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TrOAHOCTHU: 05/2025

ANALYTICAL REFERENCE / PE®EPEHTHbLIA MCTOYHUK METOOOB AHANU3A: Normative documentation / HopmatusHasg
AokymerTauma 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 01 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOA, NPOAYKTA KIUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
Mokazarenu Cneundmkauum PesynbraThl

Microbial purity / Mukpobuonoruyeckas
vucrora

Total aerobic microbial count (TAMC) / Not more than 102 CFU/ml/ <1 UFC/ml
O6Lee uncno aspobHeIx BakTepuil He 6onee 102 KOE/mn

wﬂé{}f&nm yeast and molds count Not more than 101 CFU/ml/ <1 UFC/ml
(n necue)amx r;ltqeﬁeogonmqecmo OPONCKEBBIX U He Gonee 10" KOE/un

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTctBre B 1 Mn Absent / OtcyTcTBytoT
Staphylococcus aureus Absence in 1 ml/ Otcytctere B 1 Mn Absent / OtcytcTeyioT
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial

and a patient information leaflet in a carton. /o 10

MM BO (pnakoH TEMHOro CTekna C KPbILKOW- Complies / CooTeTcTBYET

nunetkon. Tlo 1 cnakoHy ¢ WHCTpyKUMei no
MNPUMEHEHMIO NOMELLAIOT B KAPTOHHYIO Nauky.

Labeling / MapknpoBka According to ND /B cooteetcTeuu ¢ HJJ Complies / CooTBeTCTBYET

Storage / XpareHue: At temperature below 25°C. / Mpu TemnepaType He Bbilue 25°C.

Shelf life / Cpok ropHocTu: 3 years / 3 roga

REMARKS / NMpumeuanue:
The Product conforms to ND/
MpoaykT cooTeeTCcTBYET TPeGOBaHUAM H[]

' BATCH REMARKS / Npumeyanue 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. / JaHHEIM CBMEETENLCTBYIO, YTO AaHHAas NapTUA NPOBEpeHa B
COOTBETCTBUM C paspelleHMeM Ha MapkeTuHr u EBponeickum pykoBOACTBOM MO Hajrnexailei NpousBOACTBEHHON
npakTuKe A4S NeKkapCTBEeHHbIX NPOAYKTOB.

ANALIST / AHanuTtuk: DECISION / 3aknio4yeHue: /- { &d)] /:
Viviana Gongalves DATE / flaTa: \<le 0Ll \{o 0
M. Inés Ribeiro QUALIFIED PERSON / OrBetcTBeHHOE NULUO:
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