SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHANTU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia/ HaauBun® kannu Ha3zanbHble 0,01% Poccua /

ARTICLE CODE / BHYTPEHHUI KOA NPOAYKTA: 704530

BATCH Ne / TAPTUA Ne /: 20117

MANUFACTURE DATE: / BATA U3rOTOBINEHWUA: 01/2022

C.A/ CEPTUOUKAT AHATIU3A: 636/22

ANALYTICAL PROC. N°: / MTPOTOKON AHATTU3A Na: SRAS-9WACNM.3

EXP./ CPOK rOAHOCTMW: 01/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHWK METOOOB AHANU3A: Normative documentation / HopmaTtueHas
AokymeHTauus 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

ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOL NPOAYKTA KNUEHTA: 81725412

TESTS
MokaszaTtenu

SPECIFICATIONS
Cneuundomkayuun

RESULTS
PesynbTaThl

Description/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Npo3payHbIv
UINW NOYTU NPO3paqHbIN, OT NOYTN 6eCUBETHOMO A0
cnabo xenToro LBeTa pacTeop.

Complies /
CooTBeTcTBYET

Identity/ NognuHHoCTL
Oxymetazoline hydrochloride /
OkcumeTtasonuHa rugpoxnopua

Benzalkonium Chloride /
BeHsankoHus xnopug

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 Oxymetazoline hydrochloride
standard solution obtained in Assay method /

BpeMa yAepXuBaHUS OCHOBHOMO TNWKa Ha
XpOMaTOrpaMmMe UCMbITYEMOro pacTeopa AOSMKHO

COOTBETCTBOBATHL BpeMeHn yaepXxneaHusa
OCHOBHOIo nvKa Ha XpomaTtorpamme
cTaHgapTHOro pacTBoOpa OKCmeTasonuHa

rmapoxnopuia, nonyquHoﬁ NPy KONMU4eCTBEHHOM
onpegeneHun,

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 yoepxuBaHUsi OCHOBHOTO nvKa Ha
XpoMaTorpamMmMe UCMbITYEMOrO pacTsopa AOIMKHO
COOTBETCTBOBATH BpEMEHU yAepKUBaHUS
OCHOBHOIO nuka Ha XpomartorpammMe
CTaHAapTHOro pactBopa OeH3ankoHus xnopwvaa,
MOYYEHHON NPK KONNYECTBEHHOM ONPESENEHUN.

Complies /
CootsetcTBYyeT

Complies /
CoOOTBeTCTBYET

Clarity / Mpo3payHocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pomxen ObiTb  Npo3pauHbiM - WK
VMHTEHCUBHOCTL  ONanecueHUWn He AOIKHA

NpeBbIWaTh ONanecueHL 3TanoHHON CycneHsnm
I

Complies /
COOTBETCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUY KOA NMPOAYKTA: 704530 BATCH Ne / NAPTHUA Ne /: 20117
MANUFACTURE DATE: / DATA U3rOTOBMEHWA: 01/2022 C.A/ CEPTU®UKAT AHATU3A: 636/22
ANALYTICAL PROC. N°: / TPOTOKOI AHAIMU3A Ne: SRAS-9WACNM.3 EXP./ CPOK TOOHOCTW: 01/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHANWN3A: Normative documentation / HopmatueHas

AokymeHTaums M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019 / nam. Ne 1 071 01.02.2019, nam. Ne 2
ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWU/ KOA MPOAYKTA KIUEHTA: 81725412

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuundukauum Pesynbrathl
Color of solution / LiBetHoCcTL The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 | WHTEHCMBHOCTb OKpacku npenapata He Complies /
AOMKHA MpeBbllaTh WHTEHCUBHOCTb  OKPACKW CootseTcTyeT

3TanoHHoro pacteopa Y7

Relative density (d 20/20) / OtHocuTenbHas From 1.006 to 1.010/ Ot 1,006 o 1,010 1.009
nnoTtHoctk /d 20/20)

pH From55t06.5/0T15,5006,5 59
Osmolality / OcmonsanbHoCcTL From 270 to 330 mOsmol/kg / Ot 270 go 330 279
mOcmonb/kr
Filling volume / U3BnekaemMbiit 06Lem Not less than nominal / He meHee HOMUHaNLHOTO Complies /
CootBeTcTBYET

Related substances / PogcreeHHsle 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 / EguHnuHas Not more than 0.1 % / He 6onee 0,1 % <LD
HeugeHTuMuMpoBaHHasa NpuMecs
Total impurities/ cymma scex npumecein Not more than 1.2 % / He 6onee 1,2 % <LD
Assay | KonnyecTBeHHOe onpegeneHue
Oxymetazoline hydrochloride / 95 — 105 pg/ml / 95 — 105 mxr/mn 100
OkcumeTasonuHa rugpoxnopua
Benzalkonium chloride / BensankoHus 45 — 55 pg/mi / 45 — 55 mxr/mn
rmapoxnopug 48
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3auBuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 20117
MANUFACTURE DATE: / ATA U3rOTOBNEHUSA: 01/2022 C.A/ CEPTUDOUKAT AHAIN3A: 636/22
ANALYTICAL PROC. N°: / TIPOTOKOJT AHAITU3A Ne: SRAS-9WACNM.3 EXP./ CPOK FrOOHOCTHW: 01/2025

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOAOB AHAMNU3A: Normative documentation / HopmaTtusHas

AoxymeHTauus N N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019 / nam. Ne 1 o1 01.02.2019, nam. Ne 2
0T 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NMPOAOYKTA KITMEHTA: 81725412

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudukauum PeaynbraTthbl
Microbial purity / Mukpo6uonoruueckas
yucroTa
Total aerobic microbial count (TAMC) / Not more than 10° CFU /ml / OVECTR
Y m
O6buee umncrio aapobHbix GakTepuit He Gonee 102 KOE/mn
Total combined yeast and molds count Not more than 10" CFU /ml /
(TYMC) / ObLiee KOnMYeCTBO APONOKEBBIX U 1 <1 UFC/ml
nnecHeBbIX rpubos He Gonee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtcTBue B 1 Mn Absent/m|
Staphylococcus aureus Absence in 1 ml/ OtcytcTeue B 1 mni Absent/mi
Package / Ynakoeka 5 mlin amber glass vial with cap-pipette. 1 vial and
a patient information leaflet in a carton. / no 5 mn .
" v Complies /
BO (PSIAKOH TEMHOIO CTEKNA C KPbILLKOM-NNMNETKOIA. G oBTaeTEETET
1 ®nakoH € WVHCTpyKuMeil no MNpUMEHEHUIo 4
NoOMELLAKT B KAPTOHHYIO Nnavky.
Labeling / Mapkuposka According to ND / B cooTseTcTaum ¢ HJ Complies /
CootBetcrayer

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temnepatype He Bbiwe 25°C,

Shelf life / Cpok rogHocTh: 3 years / 3 rona

REMARKS / MpumeyaHue:

The Product conforms to ND/

Tpoaykt cootsetctayeT Tpebosanuam H/
BATCH REMARKS / MpumeuaHue ans cepuu:

7

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. / HanHbIM cBUAETENLCTBYIO, YTO AaHHAA NapTus npoesepeHa B

COOTBETCTBUAN C paspelleHnem Ha MapkeTuHr u EBponelickum pykoBOACTBOM MO Haanexalueit NPOU3BOACTBEHHONH
NpaKTuKe ANs NekapCTBEHHbIX MPOAYKTOB.

A
ANALIST / AHanuTuk: DECISION / 3akniouchue: /7 -?:'.’.}} ve=
. /
Viviana Gongalves DATE /flata: |\ /7. ..f W2 /
M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBeHHOE nuuo:
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