SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KO MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 11259

MANUFACTURE DATE: / AATA U3rOTOBJIEHUA: 09/2021

C.A/ CEPTU®UKAT AHANU3A: 5101/21

ANALYTICAL PROC. N°: / MTIPOTOKO AHAINN3A Ne: SRAS-9WACRV.2

EXP./CPOK rOQHOCTMN: 09/2024

ANALYTICAL REFERENCE / PEQEPEHTHBI UCTOYHUK METOOOB AHAIMU3A: Normative documentation / HopmatusHas
fokymeHTaums I N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 ot 01.02.2019, nam. Ne

2 071 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHMWI KOA, MPOOYKTA KIMUEHTA: 3.02362.0254

TESTS
Mokasatenu

SPECIFICATIONS
Cneuudpukauum

RESULTS
Pesynbrathbl

Description/ Onucarue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Mpo3apauHkli
UNM NOMTU MPO3PayYHbIN, OT No4TM BecuBeTHOro
Ao cnabo XenToro UupeTa pacTeop.

Complies / CooTtBeTcTBYyeT

Identity/ MognuxHocTb
Oxymetazoline hydrochloride /
OkcumerasonuHa rugpoxnopuvg

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 /
Bpemsi yaepxnBaHWA  OCHOBHOMO nNuKa Ha
XpomaTorpamMmme UCnblTYyeMOoro pacTsopa AO0MKHO
COOTBETCTBOBATL BpEMEHU yAepKuBaHus
OCHOBHOIO nvka Ha xpomaTorpamme
CTaHaapTHOro pactBopa OKCMMETA30M1HA
rmgpoxnopuaa, nony4YeHHoNn npwn
KONWUYECTBEHHOM ONpeaeneHnn.

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 /

Bpema yaepxvBaHUMSA  OCHOBHOFO nNuKa Ha
XpOMaTorpamMMe UCNbITYeMOoro pacTeopa AOMKHO
COOTBETCTBOBATL BpemMeHu YAEPKUBAHUS
OCHOBHOrO nuka Ha Xpomarorpamme
cTaHgapTtHoro pacteopa beH3ankoHus xnopvaa,
Nony4YeHHON NPy KONMYECTBEHHOM onpeaeneHuu,

Complies / CooTBeTcTBYET

Complies / CooTBeTcTByeT

Clarity / MpospayHocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pomkeH ObiTb Npo3padHbiM - WUnu
WHTEHCUBHOCTb  ONanecueHUMn He  AOoSKHA
npesbIlWaTh onanecueHU1m 3TaNOHHOMN
cycneHsum |.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOJ NPOAYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 11259
MANUFACTURE DATE: / JATA U3rOTOBNEHWA: 09/2021 C.A/ CEPTU®UKAT AHATTNU3A: 5101/21
ANALYTICAL PROC. N°: / TPOTOKOIT AHAINU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TrOAHOCTW: 09/2024

ANALYTICAL REFERENCE / PEQEPEHTHBLIN MCTOYHUK METOOOB AHANWU3A: Normative documentation / HopmaTtusHast
nokymenTauua M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 ot 01.02.2019, nam. Ne
2 ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO[ NPOOYKTA KNUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
Mokazartenn Creundmkaumnu Pesynbtathl
Color of solution / LiBeTHoCTL The color intensity of the product should not | Complies/ CootsetctByeT

exceed the color intensity of the reference solution
Y7 |/ WHTeHCUBHOCTb oOKpacku npenapata He
JOIMKHA  MpeBbIWaTh WHTEHCMBHOCTb  OKpacku
3TanoHHoro pacreopa Y7

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ O71 1,006 po 1,010
nnotHocTh /d 20/20) 1.007
pH From55t06.5/0715,5n006,5 59
Osmolality / OcmonsanbHOCTB From 270 to 330 mOsmol/kg / Ot 270 go 330
mOcmonb/Kr 279

Filling volume / U3Bnekaembii 06bem Not less than nominal / He MeHee HOMUHanNLHOrO Complies / CooTBeTcTBYET
Related substances / PogcreBeHHble npumecu

impurity A / MNMpumecs 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 / EauHu4Has Not more than 0.1 % / He 6onee 0,1 %

< Detection Limit
HenaeHTUULMPOBaHHAA NPUMECH

Total impurities/ 7 Not than 1.2 %/ He 6 1,29 . .
p cymma Bcex npumecei more than % | He 6onee Yo < Detection Limit

Assay / KonuuecTBeHHoe onpegeneHue

Oxymetazoline hydrochloride / 237.5 -262.5 ug/ml / 237.5 — 262.5 mkr/mn 246.3
OKCUMMeTa3onnHa rmapoxnopus,

Benzalkonium chloride / BeHaankonus 45 — 55 pg/ml 45 — 55 mkr/mn
rMapoXxnopua 48
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, SA,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIU3A TOTOBOIO NPOAYKTA

PRODUCT / nPOJiYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha;anble 0,025% Poccus /

_ARTICLE CODE / BHYTPEHHMMN KOA NPOLYKTA: 704531 BATCH Ne / MAPTUA Ne /:_11259
MANUFACTURE DATE: / QATA U3rOTOBNEHUA: 09/2021 C.A/CEPTUOUKAT AHAJTU3A: 5101/21
ANALYTICAL PROC. N°: / NPOTOKOJIT AHAJIU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOAHOCTW: 09/2024

ANALYTICAL REFERENCE / PE®EPEHTHBIN UCTOYHWUK METOAOB AHANU3A: Normative documentation / HopmaTusras

AokymeHnTauma 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
2 071 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHW KOA NPOAYKTA KNUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
Nokasarenu Cneuundukauum PeaynbTathl
Microbial purity / Mukpobuonoruueckas
yucroTta
Total aerobic microbial count (TAMC)/ Not more than 10° CFU /ml / 1 SEUITE)
o < m
Ob6Lyee uncno aspobHeix GakTepui He Gonee 102 KOE/mn
Total combined yeast and molds count Not more than 101 CFU/mi/
(TYMC) / ObLuee KONMYECTBO APONHOKEBLIX W 1 <1CFU/ml
MNECHEBbIX TPUBOB He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTaue B 1 Mn Absent / OteyTeTsyior
Staphylococcus aureus Absence in 1 ml/ OTcytcTue B 1 Mn Absent / OTcyTeTayioT
Package / Ynakoska 10 ml in amber glass vial with cap-pipette. 1 vial
and a patient information leaflet in a carton. / no
10 mn BO hbnakoH TEeMHOro cTekna C KpblLWKON- Complies / CooTBeTcTBYET
nunetkod. flo 1 dhnakoHy € wHCTpykuMen no
NMPUMEHEHNUIO NOMELLAIOT B KAPTOHHYIO NauYKy.
Labeling / MapkupoBka According to ND / B cootBeTcTBUM ¢ HO Complies / CooTBeTtcTByeT

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

Shelf life / Cpok rogHocTu: 3 years / 3 roga

' REMARKS / Npumeuatue:
The Product conforms to ND/
MpoaykT coorBeTcTBYET TpeboBaHuaM HI

BATCH REMARKS / Mpumeuanue 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. / [lJaHHbIM CBMAETENbCTBYK, YTO AaHHas NapTus NposepeHa B
COOTBETCTBUK C pa3peleHnemM Ha MapkeTuHr u Esponenickum pyKOBOACTBOM MO Haanexalwel Npou3BOACTBEHHON
NpaKTuKke AN NeKapCTBEHHbIX MPOAYKTOB,

’{J 3 P'v?L — -
ANALIST / AHanutuk: DECISION / 3akntouenme: A f“
Viviana Gongalves DATE / flata: 5 C’é‘)/(p Ll
M. Inés Ribeiro QUALIFIED PERSON / OtBeTcTBEHHOE nuuo:
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