SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWI KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 11258
MANUFACTURE DATE: / JATA U3rOTOBIEHUA: 09/2021 C.A/ CEPTU®UKAT AHANKN3A: 5081/21
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHATNU3A Ne: SRAS-9WACRV.2 EXP./CPOK rOAHOCTW: 09/2024

| ANALYTICAL REFERENCE / PEGEPEHTHbIA UCTOYHUK METONOB AHAJTU3A: Normative documentation / HopmaTtusHas

AokymeHTauma N N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 ot 01.02.2019, nuam. Ne
2 o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOA MPOAYKTA KIMUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneumdouxkaumm PeaynbTtaThl

Description/ OnucaHue
Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / Npo3pauHkin

“nu NoYTH MpospayHbld, oT nodutn BecuseTHoro | Complies / CooTeeTcTRYET
[0 cnabo xenToro uBeTa pacTeop.

Identity/ MoanuHHOCTL . )
Oxymeytazol'[i‘rj\-le :ydrochloridel The retention time of the main peak on the

chromatogram of test solution should comply with .
Okcumerasonuna ruapoxnopua the retention time of the main peak ox the Complies / CooTBeTcTBYeT
chromatogram of Oxymetlazoline hydrochloride
standard solution obtained in Assay method /
Bpema ydepXuBaHUSA  OCHOBHOTO MuKa Ha
XpomaTorpamMmme UCNbITYEMOro pacTeopa AOSKHO
COOTBETCTBOBATH BpPEMEHN yaepxvwBanus
OCHOBHOrO nuka Ha XpomaTorpamme
cTanaapTHoro pacTteBopa OKCMMETa3onuHa
rmapoxnopuaa, Mony4YeHHo npu
KONU4eCTBEHHOM onpegeneHuu.

Benzalkonium Chloride / The retention time of the main peak on the | Complies/ CootseTcTByeT
BeH3ankoHusa xnopup 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  yOepmMBaHus  OCHOBHOMO NUKa  Ha
XpoMaTtorpamMme UCnblTyemoro pacTsopa AOKHO
COOTBETCTBOBATL BpEMEHM yAepX1BaHuA
OCHOBHOrO nvka Ha XpomaTorpamme
CTaHgapTHoro pacTtaopa GeHsankoHvs xnopuaa,
NOMy4YEHHON NP KONUHECTBEHHOM ONpeaeneHun.

Clarity / NpospayHocTk The solution should be transparent or the
opalescence intensity should not exceed the .
opalescence of the reference suspension | / Complies / Cooteetctayet
Pacteop JpomkeH 6GbiTb  Npo3padHblM  Unu
WHTEHCUBHOCTb  onanecueHun He  OorkHa
npeBbiaTh onanecueHuun 3TanoHHOW
cycneHsuu |.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINMU3A TOTOBOTO NMPOAOYKTA

-__FRODUCT/ NPOAYKT: Nasivin Nasal Drops 0.02_5 % Russia / HaauBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUI KOJ NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 11258
MANUFACTURE DATE: / JATA U3rOTOBNEHWNA: 09/2021 C.A/ CEPTUO®UKAT AHANU3A: 5081/21
ANALYTICAL PROC. N°: / MPOTOKONT AHATNU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTW: 09/2024

ANALYTICAL REFERENCE / PE®EPEHTHBIN MCTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTueHas

AokymenTaunsa 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, n3m. Ne
2 07 28.10.2019) o

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOQYKTA KNUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundpmkaumnn Pe3aynbTtaThl
Color of solution / LiBeTHoCTb The color intensity of the product should not | Complies/ CooTBeTtcTByeT

exceed the color intensity of the reference solution
Y7 / WIHTeHCUBHOCTL OKpacku MpenapaTta He
AOMKHA NpesbiWwaTb WHTEHCUBHOCTL  OKpacku
3TanoHHoro pacreopa Yz

Relative density (d 20/20) / OTHocuTenbHasn From 1.006 to 1.010 / Ot 1,006 o 1,010
nnoTHocTb /d 20/20) 1.008
pH From 5.5t06.5/015,5 no 6,5 59
Osmolality / OcmonsinbHOCTb From 270 to 330 mOsmol/kg / Ot 270 go 330
mOcMonb/Kr 278

Filling volume / U3Bnekaembifi 06beMm Not less than nominal / He meHee HOMUHANBHOTO Complies / CooTBeTCcTBYET
Related substances / PogcTBeHHble npumecn

Impurity A / Mpumecs 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

Individua! unidentified impurity / EanHuunas Not more than 0.1 % / He 6onee 0,1 %

< Detection Limit
HeuaeHTUdDULMPOBaHHAsA NPUMeECcH

i iti 7 h 29 1,29 ) e
Total impurities/ cymma Bcex npumeceit Not more than 1.2 % / He 6onee %o < Detection Limit

Assay / KonvyecTtBeHHOe onpeaeneHue

Oxymetazoline hydrochloride / 237.5-262.5 pg/ml [ 237.5 — 262.5 mkr/mn 246.5
OKkcuMeTa3onuHa rmapoxnopus

Benzalkonium chloride / BeHsankoHus 45 — 55 pg/ml 45 — 55 mkr/mn
rmapoxnopua, 48
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NMPOAYKTA

PRODUCTI NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3VIBVIH® Kannu HasankHble 0, 025% Poccusa /

ARTICLE CODE / BHYTPEHHUI KOA NPOQYKTA: 704531 BATCH Ne / APTUS Ne /: 11258
MANUFACTURE DATE: / AATA U3IOTOBJIEHUA: 09/2021 C.A/ CEPTUOUKAT AHATTU3A: 5081/21
ANALYTICAL PROC. N°: / MPOTOKON AHATIU3A Ne: SRAS-QWACRV.2 EXP./ CPOK FrOOHOCTMW: 09/2024

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHWK METOAOB AHAJIM3A: Normative documentation / HopmatusHas
nokymeHTauus 1 N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ usm. Ne 1 o1 01.02.2019, nsm. Ne
2 o7 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KINUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuucbukauuu PesynbTathi
Microbial purity / Mukpobuonoruyeckas
yucrtoTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml / el
: < m
Obuee yncno aapobHbix BakTepuit He Gonee 10 KOE/mn
Total combined yeast and molds count Not more than 10" CEU / ml /
(TYMC) / Obuiee kONWYECTBO APONOKEBbLIX U 1 <1 CFU/ml
ANecHeBbIX rpUBOB He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OTcyTcTBue B 1 MA Absent / OtcyeTayioT
Staphylococcus aureus Absence in 1 ml/ Otcytcraue B 1 Mn Absent / OtcyTetayior
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 TEMHOTO CTekna C KPbILKOW- Complies / CooTeTcTByeT
nunetkowt. Mo 1 donakoHy ¢ WHCTPykuMen no
NPUMEHEHUIO NOMELLLAIOT B KAPTOHHYIO NAaYKy.
Labeling / MapkupoBka According to ND / B cooTeeTcTBUM ¢ HI, Complies / CooTBeTcTBYET

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

Shelf life / Cpok rogHocTu: 3 years/ 3 roga
P a y at

REMARKS / MpumeuaHue:
The Product conforms to ND/

_[poaykr cootnetcrayer TpeGosaHvam HJQ B )
BATCH REMARKS / NpumeuaHue gns cepuu: N N

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. / [lanHbIM CBUAETENLCTBYIO, YTO AaHHAs NAPTUS MPOBEPEHa B
COOTBETCTBUU C PaspelleHnemM Ha MapKeTUHr 1 EBponeiickuM pykoBOACTBOM MO Haanexalleih npou3BoLCTBEHHON

npakTuke ANS neKkapcTBeHHbIX NPOAYKTOB. _ / /

4 '(.. b
ANALIST | AHanuTu: DECISION / 3akmiouchue: ‘\()"' / i /]
Viviana Gongalves DATE | lata: 3¢ /( % /zf‘z” / .
Natacha Marreiros QUALIFIED PERSON / OTBeTcTBEHHOE NULO: ‘(j
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