SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATNI3A TOTOBOIO NPOAOYKTA

PRODUCT / NPOAOYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kannu HasanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUIA KOA NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 11207
MANUFACTURE DATE: / BATA U3rOTOBRAEHUSA: 09/2021 C.A/ CEPTUOUKAT AHATIN3A: 4974/21
ANALYTICAL PROC. N°: / NIPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACRV.2 EXP./CPOK FOAHOCTMW: 09/2024

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHWK METOJOB AHANMWU3A: Normative documentation / HopwmaTtusHas
AokymeHTaums 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 / BHYTPEHHUIN KO NPOAYKTA KIIMEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudpukaymm PesynkTaThl

Description/ OnucaHue
Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / Npospaynbin
WK NoMTW Npo3padHbiid, oT noutn GecuseTHoro | Complies / CooteeTcTBYET
L0 cnabo XenToro LBeTa pacTeop.

Oxymetazoing hyarociride! -l SCR N
RLCL LRI b the retention time of the main peak on the Complies / CooTseTcTayer
chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /
Bpema  yaepXvBaHWs OCHOBHOrO nuka Ha
XpomartorpaMmmMe UCrnbITYeMoro pacTesopa LOMKHO
CoOTBETCTBOBATHL BpemMeHn YAEPXK1BaHUS
OCHOBHOTO nuka Ha XpomaTtorpaMmme
CTaHdapTHOro pacTBopa OKCUMEeTa3onuHa
ruapoxnopuaa, nonyYeHHON npu
KOMWYECTBEHHOM OnpegeneHun,

Benzalkonium Chloride / The retention time of the main peak on the Complies / CooTtBeTcTBYeET
BeH3ankoHua 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 /

BpeMsi yAepkuBaHWS OCHOBHOrO nuka Ha
XpomaTorpamMmmMe UCnbITYemoro pacTeopa AOMKHO
COOTBETCTBOBATL BPEMEHU yAepxuBaHus
OCHOBHOrO nuka Ha XpomaTorpamme
CTaHA3PTHOro pacTBopa GeHsankoHus xnopuaa,
MOMyY4EHHON MpN KONMYECTBEHHOM OnpeaeneHun.

Clarity / Ipo3padHocTL The solution should be transparent or the
opalescence intensity should not exceed the .
opalescence of the reference suspension | / Complies / CooTaetcTayer
Pacteop porkeH ObiTb  NPoO3pauHbIM - WNu
WHTEHCUBHOCTb  OManecueHuMn He  JOMmKHa
npeBsblWwaTh onanecueHumu 3TanoHHOM
cycneHsuwm .
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNMU3A TOTOBOIO NPOAYKTA

iR&)lET/ NPOAOYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHble 0,025% Pocam /

ARTICLE CODE / BHYTPEHHWUW KOJ NPOQYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 11207
MANUFACTURE DATE: / BATA U3FOTOBINEHUA: 09/2021 C.A /| CEPTU®UKAT AHATU3A: 4974/21
ANALYTICAL PROC. N°: / MPOTOKOIT AHAINU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TrOOHOCTW: 09/2024

"ANALYTICAL REFERENCE / PE®EPEHTHbI UCTOYHUK METOLOOB AHAMWU3A: Normative documentation / HopmaTveHas
nokymenTauusa 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, usm. Ne
2 ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOZ NPOAYKTA KITMEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneumndvkavumm Pe3ynbraTthbl
Color of solution / LiBeTHOCTHL The color intensity of the product should not | Complies/ CootseTcTByeT

exceed the color intensity of the reference solution
Y7 / WHTEeHCMBHOCTb OKpacku npenapata He
OOMKHA MNpeBbiaTb MHTEHCMBHOCTb — OKpacku
3TanoHHoro pacteopa Y7

Relative density (d 20/20) / OTHocutenbHas From 1.006 to 1.010/ O1 1,006 po 1,010
nnotHocTb /d 20/20) 1.007
pH From5.5t06.5/0155p06,5 59
Osmolality / OcmonanbHoOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330
mOcmonb/kr 280

Filling volume / U3Bnekaembii 06Lem Not less than nominal / He MmeHee HoMUHarnbLHOTro Complies / CooTBetcTByeT
Related substances / PoacteeHHble npumecu

Impurity A/ Mpumece 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 / EgnHnyHan Not more than 0.1 % / He 6onee 0,1 %

< Detection Limit
HengeHTUPULMPOBaHHasA NPUMECh

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

Assay | KonnuecTBeHHoE onpenenexHue

Oxymetazoline hydrochloride / 237.5-262.5 yg/ml / 237.5 — 262.5 mkr/mn 243.4
OkcumeTasonvHa rmapoxnopus

Benzalkonium chloride / BeHsankoHus 45 — 55 pg/ml 45 — 55 mkr/mn
rmapoxnopus 47
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJTTU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HazanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA NPOAYKTA: 704531 BATCH Ne / TAPTWUA Ne /: 11207
MANUFACTURE DATE: / OATA U3TOTOBNEHUA: 09/2021 C.A/ CEPTU®UKAT AHANN3A: 4974/21
ANALYTICAL PROC. N°: / MPOTOKOIN AHAJIU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TrOAHOCTMU: 09/2024

ANALYTICAL REFERENCE / PEGEPEHTHbIN UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTusHas
AokymeHntauma 1 N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ nam. Ne 1 o1 01.02.2019, nsm. Ne
2 o7 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUN KOO NPOAYKTA KNUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundonkauum PesynbTatbl

Microbial purity / Mukpobuonoruyeckas

yucroTa

(')I'gtal aerobic microtgial cobynt (TAMC)/ Not more than 10° CEU / ml / -
Liee uncno aspobHeix BakTepuii He 6onee 102 KOE/mn

Total combined yeast and molds count Not more than 10 CFU /ml /

(TYMC) / ObLuee konu4ecTBo ApOdNOKEBLIX U <1CFU/ml

1
nnecHesbIX rpM60B He Gonee 10 KOE/mn

Absent / OTcyTcTBYtOT

Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTene B 1 Mn
Staphylococcus aureus Absence in 1 ml/ OTcyTcTBue B 1 MN Absent / OtcyTcTeyior
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial

and a patient information leaflet in a carton. / no

10 mn Bo chnakoH TemHOro crekna ¢ KpbILUKOWR- Complies / CooTeTcTBYET

nunetkon. o 1 dnakoHy C WHCTpyKuMen no
MPUMEHEHUNIO NOMELLLAIOT B KAPTOHHYIO NaykKy.

Labeling / Mapkuposka According to ND / B cooTtBeTcTBun ¢ HL Complies / CooTBeTCTBYET

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

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / NpumeyaHue:
The Product conforms to ND/
_TNpoaykr cootseTcTBYET TPeboBaHNUAM HJ
BATCH REMARKS / NMpumeyaHue 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. / [laHHbiM CBMAETENLCTBYIO, YTO Aa@HHAs NapTUS NPOBEPEHa B
COOTBETCTBUN C PaspelleHneM Ha MapKeTUHr u EBpOnenckam pykoBoACTBOM MO Hagnexallelt npoussoacTBEHHOM
npakThke Ans NeKapcTBEHHbIX NPOAYKTOB,

y -
ANALIST / Ananutuk: DECISION / 3akntouenue: /7 f ova ]
Viviana Gongalves DATE / lara: &3’,/&‘ 7/20{/'
Natacha Marreiros QUALIFIED PERSON / OTBeTCcTBEHHOE NULIO:
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