SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAINTU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUI KO NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 20723
MANUFACTURE DATE: / OATA U3rOTOBNEHWUA: 06/2022 C.A/ CEPTU®UKAT AHATTU3A: 3109/22
ANALYTICAL PROC. N°: / MPOTOKOIT AHANTU3A N2: SRAS-OWACNM.3 EXP./ CPOK FrOAHOCTMU: 06/2025

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTueHas |

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

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO NPOOYKTA KIMUEHTA: 81725412

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneuudvkayumn PesynbTarhl
Description/ Onucanue Transparent or almost transparent, from a nearly C lies /
colorless to slightly yellow solution / Npo3payHbIi OmPUES
WNY NOYTU NPO3paYHbIil, OT NouTi 6ECLBETHOTO 40 CootsercrByer

cnabo enToro yeeTa pacTaop.

Identity/ MognuHHoCTL
Oxymetazoline hydrochloride /

The retention time of the main peak on the
OkcumeTazonmHa ruapoxnopua

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 /
Bpemsa yaepkuBaHWs  OCHOBHOrO nuka Ha
XpomartorpaMmme UCNbITYeMOoro pacteopa AOSKHO
COOTBETCTBOBATL BpeMeHU yAepKuBaHus
OCHOBHOrO nvka Ha Xxpomartorpamme
CTaHgapTHOro pacTtsopa OKCMMEeTa30nnHa
rmapoxnopuaa, nony4YeHHon Npu KoNUYeCTBEHHOM
onpefeneHuu,

Complies /
CootBetcTBYET

Benzalkonium Chloride / The retention time of the main peak on the .
BeH3ankoxus xnopua chromatogram of test solution should comply with Complies /
the retention time of the main peak on the CoorsetcTByeT
chromatogram of Benzalkonium Chloride standard
solution obtained in Assay method /

Bpems  yaepXvBaHWS  OCHOBHOMO nvka Ha
Xpomartorpamme UCNbITYEMOTO pacTeopa JOMKHO
COOTBETCTBOBATHL BpemMeHu YAEPXKUBaHUSA
OCHOBHOTO nuka Ha Xxpomartorpamme
CTaHAapTHOro pacTeopa GeHsankoHus xnopuaa,
NONYYEHHOM NPU KONUYECTBEHHOM OnpeneneHnu,

Clarity / MpospauHocTb The solution should be transparent or the

opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pomkeH ObiTb  NPO3pauHbIM - UNK
WHTEHCUBHOCTb  OManecueHuMu He  JonxHa

npeebIlWaTh onanecuyeHuun 3TanoHHON cycneHsnn
L

Complies /
CootBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3uBMH® Kannu Ha3anbHble 0,01% Poccua /

ARTICLE CODE / BHYTPEHHWUW KOl NPOAYKTA: 704530

BATCH Ne / MAPTUA Ne /: 20723

MANUFACTURE DATE: / JATA U3rOTOBJIEHUA: 06/2022

C.A/ CEPTUDUKAT AHANUBA: 3109/22

ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-9WACNM.3

EXP./ CPOK FOAHOCTMW: 06/2025

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOOB AHAMW3A: Normative documentation / HopmaTtueHas
AokymeHTauma N N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019 / uam. Ne 1 o1 01 .02.2019, uam. Ne 2

ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOL, NPOAYKTA KNUEHTA: 81725412

TESTS SPECIFICATIONS RESULTS
MokazaTenum Cneundukaumm PesynbTrathbl
Color of solution / LiBeTHocTb The color intensity of the product should not
exceed the color intensity of the reference solution .
Y7 | WHTEHCMBHOCTb OKpacku rnpenapata He Complies /
[OnMXHa npeBblWaTb WHTEHCUBHOCTb  OKpacku CooTteeTcTByeT
3TanoHHoro pacTeopa Y7
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 po 1,010 1.008
nnoTHocTk /d 20/20)
pH From5.5t06.5/015,5806,5 5.9
Osmolality / OcMmonsinsHOCTL From 270 to 330 mOsmol/kg / Ot 270 ao 330 282
mOcmons/kr
Filling volume / U3Bnekaembiit 06bem Not less than nominal / He meHee HOMUHaNLHOrO Complies /
CooTBeTtcrayeT
Related substances / PoacTBeHHble npumecu
Impurity A / Npumecs 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 / Eanauunasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUDULMPOBAHHAS NPUMECH
Total impurities/ cymma scex npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonnuectBeHHoe onpegenedue
Oxymetazoline hydrochloride / 95 — 105 pg/ml / 95 — 105 mkr/mn 101
OkcumeTasonuHa ruapoxnopug
Benzalkonium chloride / BeHsankoHus 45 — 55 pg/ml / 45 — 55 mkr/mn
rugpoxnopua 46
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUN KOA NMPOQYKTA: 704530 BATCH N2 / MAPTUA Ne /: 20723

MANUFACTURE DATE: / OATA U3rOTOBJIEHUA: 06/2022 C.A/ CEPTUOUKAT AHAJTU3A: 3109/22

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACNM.3 EXP./ CPOK FrOQHOCTMW: 06/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOAOB AHAIU3A: Normative documentation / HopmatueHas
nokymeHTaums 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 / BHYTPEHHUI KOO NPOOYKTA KNUEHTA: 81725412

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudukaumm PesynbTaTthbl
Microbial purity / Mukpo6uonoruyeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 102 CFU /ml / —
M} < m
ObLwee yncno aspobHbIx GakTepuin He Gonee 10° KOE/mn
Total combined yeast and molds count Not more than 10' CFU /ml/
(TYMC) / ObLyee KONUUECTBO APOXKEBLIX U 1 <1 UFC/ml
nnecHeBsbIX rpubos He Gonee 10" KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTeve B 1 Mn Absent/mt
Staphylococcus aureus Absence in 1 ml/ OtcytctBue B 1 Mn Absent/ml
Package / YnakoBka 5 mlin amber glass vial with cap-pipette. 1 vial and
a patient information leaflet in a carton. / no 5 mn .
. = Complies /
BO (PSIakoH TEMHOTO CTEKNa C KPbILLKOW-NUNETKOM, c
g 0O0TBETCTBYET
1 nakoH ¢ WHCTPYKUMEN NO NPUMEHEHWIO
NOMELLAIOT B KAPTOHHYIO Nadky.
Labeling / MapkupoBka According to ND / B cooTseTcTBuu ¢ HJ] Complies /
CootsetcreyeTr

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

Shelf life / Cpok rogHocTu: 3 years / 3 rona

REMARKS / MpumMeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TPEboBaHuaAM HIl

BATCH REMARKS / lMpumeyaHue 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. / OaHHbim CBUACTENLCTBYIO, YTO AaHHAs NapTus NpoBEPEHa B
COOTBETCTBUW C pa3pelleHNemM Ha MapKeTUHr v EBpONeicknM pykoBOACTBOM MO HAAMNEXalel NpoW3BOACTBEHHOM

npakTuke 4N NEKAPCTBEHHLIX NPOAYKTOB.

ANALIST / AHanuTuk:
Viviana Gongalves

M. Inés Ribeiro

4] e
DECISION / 3akntoueHue: /7/‘/, (/ p
DATE / lata: . /,//,’// 7 / Y/
P/

QUALIFIED PERSON / OTBeTcTBEHHOE NULO: - /
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