SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

' PRODUCT / MIPOAYKT: Nasivin Metered Nasal Spray 22.5 pug /dose Russia /

HazneBuH® cnpei HaszanbHbI# 003MpOBaHHbIN 22.5 Mkr/no3a Poccusi/

ARTICLE CODE / BHYTPEHHWUW KOR NPOAYKTA: 704534

BATCH Ne / MAPTUA Ne /: 10836

MANUFACTURE DATE: / JATA N3rOTOBNEHWUA: 06/2021

C.A/ CEPTU®UKAT AHANWN3A: 3574/21

ANALYTICAL PROC. N°: / NPOTOKON AHAJIU3A Ne: SRAS-9WACU6.3

EXP./ CPOK rOAHOCTMW: 06/2024

ANALYTICAL REFERENCE / PE®EPEHTHbLIA UCTOYHUK METOOQOB AHAMWU3A: Normative documentation / HopmaTtusHas
AokymeHTaums 1 N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
nsm. Ne 1 o1 26.12.2017, nsm. Ne 2 ot 04.02.2019, nsm. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUWU KO NMPOAYKTA KIMUEHTA: 3.02364.0253

TESTS
Mokazarenu

SPECIFICATIONS
Cneuudonkaummn

RESULTS
PesynbTarthbl

Description/ OnucaHue

Transparent or almost transparent, from a nearly
coloriess to slightly yellow solution / Npo3payHbIi
WUNY NOYTU NPO3padHbIiA, OT NoYTU HecuBeTHOro
Ao cnabo xenToro useTa pacTsop.

Complies / CooTBeTcTBYET

lidentity/ MoanuHHoCTL
Oxymetazoline hydrochloride /
OkcumeTasonuHa rugpoxnopua

Benzalkonium Chloride /
BeH3ankoHusa 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 /
Bpemss  yaepkuBaHuUsi OCHOBHOTO MnuKa Ha
XpomaTorpamme UCNbITYeMOro pacteopa AOMKHO
COOTBETCTBOBATH BpEMEHU yAepKUBaHMUS
OCHOBHOrO nuka Ha Xpomartorpamme
cTaHaapTHOro pacTtBopa oKCUMeTasonuHa
rmapoxnopuaa, nony4eHHoN npw
KONNYECTBEHHOM OnpeneneHuu,

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 / Bpewms

yaepXxmeaHus OCHOBHOTO AanKa Ha
XpomaTorpamme UCNbITYeMOro pactsopa AO0MXKHO
COOTBETCTBOBATbL BpemMeHun YAEePXKUBaHMA
OCHOBHOTO nnka Ha XpomaTorpamme

CTaHAapTHOro pacteopa GeHsankoHust xnopuaa,

B NONyYEHHOW NPU KONUYECTBEHHOM onpeaeneHnn.

Complies / CooTBeTcTBYET

Complies / CootBeTcTBYET

Clarity / Mpo3pa4HocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pomkeH OGblTb MNpospayHbIM  UNw
WHTEHCMBHOCTb  ONanecueHuMn He  JomxkHa
npesbILAaTh onanecueHuun 3TanoHHOM
CycneHsum |,

Complies / CooTBeTcTBYET

Color of solution / LiBeTHOCTL

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 | WHTEeHCUBHOCTb oOkpacku npenapaTta He
AOMKHA MpeBblllaTb WHTEHCUMBHOCTbL  OKPAaCKM
3TanoHHoro pacteopa Yz

Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A rOTOBOIO NPOAYKTA

| PRODUCT / TPOAIYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnpen HazanbHbIW AO03UPOBaHHbIA 22.5 MKr/ao3a Poccusa /

ARTICLE CODE / BHYTPEHHWUI KOJl NPOAYKTA: 704534

BATCH Ne / MAPTWUA Ne /: 10836

MANUFACTURE DATE: / LATA U3rOTOBSIEHMS: 06/2021

ANAIYTICAL PROC. N°: / MPOTOKOJT AHAJTU3A Ne: SRAS-9WACUG.3

C.A/CEPTUDOUKAT AH;&J’IVI3A: 3574/21
EXP./ CPOK FOAHOCTW: 06/2024

' ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOOOB AHANWU3A: Normative documentation / HopmaTueHas
AokymenTauma M N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
n3m. Ne 1 o1 26.12.2017, nam. Ne 2 ot 04.02.2019, nam. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOQ NPOAYKTA KITMEHTA: 3.02364.0253

mOcmonb/kr

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundurkauum PesynbTtathl
Relative density (d 20/20) / OTHocuTensHasn From 1.006 to 1.010/ Ot 1,006 o 1,010 1.009
nnoTtHocTk /d 20/20)
pH From5.5t06.5/0155006,5 59
Osmolality / OcmonsanbHoCTb From 270 to 330 mOsmol/ kg / O1 270 no 330 284

Average dose / CpegHsaa macca gosbl

45 mg + 15% /45 mr £ 15%

Uniformity of delivered dose / OaHopogHoCTL
Macchl 403bl

Average dose + 25%

max. 2 from 10 doses > + 25% from average dose
mass,

but always < + 35% from average dose mass/

CpepaHsasa macc osbl + 25%.

He 6onee 2 ns 10 no3 > + 25% oT cpeaHen macchbl
003bl.

Ho Bcerpa < £ 35% ot cpeaHet macchl 403bl.

Complies / CootBetcTeyeT

Complies / CooTteTcTBYeET

Related substances / PoacTBeHHbIe npumMecu
Impurity A / Mpumecb A

Impurity ZP-1 / Mpumecks ZP-1

Individual unidentified impurity / EauHunuHasn
HenaeHTUOULNPOBaHHas NPUMech

Total impurities/ cymma Bcex npumeceit

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0.5 %
Not more than 0.1 % / He 6onee 0,1 %

Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

< Detection Limit
< Detection Limit

< Detection Limit

Assay / KonuvyecTBeHHOe onpegeneHue

Oxymetazoline hydrochloride /
OkcumeTasonuHa rmapoxnopua

Benzalkonium chloride / BeH3ankoHus
rmapoxnopug

Microbial purity / Mukpo6uonoruyeckasn
yucrora

Total aerobic microbial count (TAMC) /
O6wee uncno aspobHbix GakTepuit

475 — 525 pg/ml / 475 — 525 MKr/mn 491
45 — 55 ug/ml / 45 — 55 mkr/mn
49
Not more than 10° CFU / ml / <1 UFC/ml

He 6onee 10° KOE/mn
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANU3A rOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 Hg /dose Russia/
Ha3nBuH® cnpen Ha3anbHbIW 03MPOBaHHbLIW 22.5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOl NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 10836
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 06/2021 C.A/CEPTUOUKAT AHAIIU3A: 3574/21
ANALYTICAL PROC. N°: / MPOTOKON AHAMU3A Ne: SRAS-9WACU6.3 EXP./ CPOK rOOHOCTW: 06/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METORQOB AHANM3A: Normative documentation / HopmaTneHast
AokymenTauma 1 N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
13M. Ne 107 26.12.2017, nam. Ne 2 o1 04.02.2019, nsm. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO MPOAOYKTA KNUEHTA: 3.02364.0253

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudpvkauum PesynbraTthl
Total combined yeast and molds count Not more than 10" CFU /ml / <1UFC/mi

(TYMC) / ObLuee Konu4ecTBO APONOKEBbLIX U

1
nNecHeBblX rpmﬁoB He 6onee 10 KOE/Mmn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtcTBre B 1 M Absent / OTtcyTcTByI0T

Staphylococcus aureus Absence in 1 ml/ OtcyTcteue B 1 mn Absent / OtcyTcTBYIOT
Package / YnakoBka 10ml (at least 143 doses / vial) in class il

hydrolytic brown glass vial with a metering
polyethylene and stainless steel device and a
protective cap. 1 vial and a patient information
leaflet in a carton. / Mo 10 mn (He meHee 143
Ao3bl/chriakoH)  mpenapata  BO  ¢nakoH | Complies / CooTBeTCTBYET
kopuuHesoro crtekna, Il rmgponutudeckoro
Knacca € [o3MpYIOWMM  YCTPOWCTBOM M3
MONMUATUNIEHA W  HepxaBselwern ctanm n
3aWMNTHON KpbIWKOW. 1 prnakoH ¢ UHCTPYKUMen no
NPUMEHEHUIO NMOMELLLAIOT B KAPTOHHYIO Nauky.

Labeling / MapkupoBKa According to ND / B coorBetcTBum ¢ H Complies / CootBeTtcTBYET

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaTtype He Boiwe 25°C,

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / NMpumeuaHue:
The Product conforms to ND/
MpoaykT cooTBeTcTBYET TpebosarHusm HL

BATCH REMARKS / NpumevaHue 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. / JaHHbIM CBUAETENLCTBYIO, YTO AaHHas NapTUA NPOBEPeHa B
COOTBETCTBUU C paspelleHneM Ha mapkeTuHr u EBponeiickum pyKoBOACTBOM NO Haanexallel npousBoACTBEHHOWN
NpaKTUKe ANS NEKapCTBEHHbIX NPOAYKTOB.

— a

PP 4 17 /
ANALIST / AHanuTuk DECISION / 3akniouenue: A/ f/lev’
Viviana Gongalves . -

M. Inés Ribeiro DATE flatas g r/ff/ VA
QUALIFIED PERSON / OrBeTcTBeHHOE nNuuo: Gongalo Felicio (ﬁ.\
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