SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TrOTOBOIO NMNPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUM KO MPOAYKTA: 704532 BATCH Ne / [TAPTUA Ne /: 20386
MANUFACTURE DATE: / JATA U3rOTOBNEHWUA: 04/2022 C.A/ CEPTUOUKAT AHATN3A: 2044/22
ANALYTICAL PROC. N°: / NPOTOKOJT1 AHAINU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOAHOCTU: 04/2025

ANALYTICAL REFERENCE / PE®GEPEHTHbIMN UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatusHas
aokymeHTaums M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019. / nuam. Ne 1 o1 01.02.2019, n3m. Ne
2 o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOA MPOAYKTA KNUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundomkauum Pesynbtarhi
Description/ Onucanue Transparent or almost transparent, from a nearly | Complies / CooTeeTcTBYyeT

colorless to slightly yellow solution / NpospadxbIv
UMK NOYTU NPO3PaYdHbINA, OT NoYTK HecuBeTHOrO A0
cnabo XenToro LBeTa pacTeop.

Identity/ MognuHHoCTL

Oxymetazoline hydrochloride / The retention time of the main peak on the
OkcumeTasonuHa ruapoxnopua chromatogram of test solution should comply with | Complies / CooTeetcTayet
the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /

Bpemsa yAepXuBaHMst OCHOBHOTO NWKa Ha
XpomaTorpaMme MCMbITYEMOro pacteopa AOMKHO
COOTBETCTBOBATbL BpPEMEHN yAEPXUBaHWUS
OCHOBHOrO nuka Ha XpomaTtorpaMme
cTaHAapTHOro pactBopa OKCMMeTa30MnKnHa
ruapoxnopuga, nony4eHHon Npy KoNUHECTBEHHOM

onpeaenenuy.
Benzalkonium Chloride / The retention time of the main peak on the Complies / CooTeeTcTayeT
BeH3ankoHus 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 yaepXuBaHWS OCHOBHOMO Muka Ha
XpoMaTorpamMMe UCMbITYeMOoro pacTteopa AO0MKHO
COOTBETCTBORATb BPEMEHU yAepXueaHus
OCHOBHOrO nuka Ha XpomaTtorpamme
CTaHAapTHOro pactBopa OeHsankoHus xnopuaa,
NONyYEeHHOW NpU KONMYECTBEHHOM OnpeaeneHnm.

Clarity / Mpo3payHocTb The solution should be transparent or the | Complies/CooTeeTcTBYET
opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pomxeH ObiTb MpospayHbiM — UNK
WHTEHCUBHOCTb  OManecueHuUMn He  JorfXkHa

npeskelillaTh onanecueHunn 3TanoHHoun CyCcneH3nn
l.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannv HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KOL, MPOOYKTA: 704532

BATCH Ne / MTAPTUA Ne /: 20386

MANUFACTURE DATE: / JATA U3rOTOBINEHUA: 04/2022

C.A /| CEPTUOUKAT AHAJTIU3A: 2044/22

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAINMU3A Ne: SRAS-9WACUG.4

EXP./ CPOK FOOQHOCTW: 04/2025

ANALYTICAL REFERENCE / PEGEPEHTHbIM UCTOYHUK METOOOB AHAJU3A: Normative documentation / HopmaTtusHas
pokymeHTaumus 1 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 o7 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAOYKTA KITUEHTA: 81725405

TESTS
MokasaTenu

SPECIFICATIONS
Cneuudumkauumn

RESULTS
PesynbTrarhl

Color of solution / LiBeTHOCTL

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 | WHTEHCMBHOCTb OKpacku mnpenapata He
OOMKHA MpeBbIWaTh WHTEHCUBHOCTL  OKPacku
3TanioHHOro pacteopa Y7

Complies / CooTtBeTCTBYET

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

pH From5.5t06.5/015,5 06,5 5.9
Osmolality / OcmonsinbHocTb From 270 to 330 mOsmol/kg / Ot 270 pgo 330 285

MOcmonb/kr

Filling volume / U3Bnekaembliit 06eM

Not less than nominal / He meHee HOMWUHANBHOTO

Complies / CooTtBeTcTBYET

Related substances / PoacreBeHHble npuMecu

Impurity A / MNMpumeck A
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EauHudHas
HeuAeHTUMDNLIMPOBAHHARA NPUMECH

Total impurities/ cymma Bcex npumeceit

Not more than 0.5 % / He 6onee 0,5 %
Not more than 0.5 % / He 6osee 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 onpeaeneHue
Oxymetazoline hydrochloride /
OkcumMeTasonuHa ruapoxnopua

Benzalkonium chloride / BeHsankoHus
rugpoxnopua

475 — 525 pg/ml / 475 — 525 mkr/mn

45 — 55 ug/ml / 45 — 55 mkr/mn

488
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATTU3A TOTOBOIO NMPOAYKTA

PRODUCT / NIPOOYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KOJ} NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 20386
MANUFACTURE DATE: / AATA U3rOTOBIEHWUA: 04/2022 C.A/ CEPTU®UKAT AHATTU3A: 2044/22
ANALYTICAL PROC. N°: / MPOTOKON AHATINUN3A Ne: SRAS-9WACU6.4 EXP. / CPOK TOAHOCTW: 04/2025

ANALYTICAL REFERENCE / PEGEPEHTHbLIN UCTOYHWK METOOB AHAJMN3A: Normative documentation / HopmatusHasi
nokymeHTaums N 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 07 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KO MPOAYKTA KIUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneundmkanum Pesynbrathbl

Microbial purity / Mukpo6uonoruieckas
Yyucrora

Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml / <1 UFC/ml
O6wee yncno asapobHeix 6akTepuit He Gonee 102 KOE/Mn

Total combined yeast and molds count Not more than 10" CEU /ml / <1UFC/ml
(TYMC) / Obiee konu4ecTeo APOXCKEBBIX U 1
nnecHeBbIX rpnbos He Bonee 10° KOE/mn

Pseudomonas aeruginosa Absence in 1 mt/ OtcyTtcTeue 8 1 Mn Absent / OtcyTcTByioT
Staphylococcus aureus Absence in 1 ml/ Otcytcteue B 1 mn Absent / OtcyTcTayioT
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial Complies / CooTBeTCcTBYET

and a patient information leaflet in a carton. / no 10
M BO (pNakoH TEMHOTO CTeKkMna C KpPbILWKOW-
nunetkoin. Mo 1 cnakoHy C WHCTpyKuMen no
APUMEHEHUIO MOMELLAIOT B KAPTOHHYIO MauyKy.

Labeling / MapkupoBka According to ND /B cooteetcTBuu ¢ HI] Complies / CooTeeTCcTBYET

Storage / XpaHenue: At temperature below 25°C. / Mpu TemnepaType He Bbiwe 25°C.,

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / NMpumeuatue:
The Product conforms to ND/
MpoaykT cootBeTCTBYET TpeboBarmam HL,

BATCH REMARKS / MpuMeyaHune gns 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 NapTWs nposepeHa B
COOTBETCTBUWN C paspelleHVeM Ha MapKeTUHr u EBponenckMM pyKOBOACTBOM MO Haznexaiwew npou3BOACTBEHHOMN
npaKkTuke Ana NekapcTBEHHbIX NPOAYKTOB.

A &)
ANALIST / AvanuTtuk: DECISION / 3aknto4eHue: ]/\,c) e X
Viviana Gongalves DATE / flara: &O]ZOL( 20 Z/Z ./I ~
Natacha Marreiros QUALIFIED PERSON / OrseTtcTBeHHOE NMUUO: \)(S» _Q
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