SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAITU3A TOTOBOIO NPOAOYKTA

PRODUCT / NPOOYKT: Nasivin Metered Nasal Spray 22.5 g /dose Russia /
~ Ha3uBMH® cnpeil Ha3anbHbIA 4O3UPOBaHHbIN 22,5 MKr/pno3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KO NMPOOYKTA: 704534

MANUFACTURE DATE: / JATA U3rOTOBNEHUS: 12/2022

BATCH Ne / MAPTUA Ne /: 21333

C.A/ CEPTUOUKAT AHAINN3A: 5797/22

ANALYTICAL PROC. N°: / MTPOTOKOJT AHANU3A Ne: SRAS-QWACUG.4

EXP./ CPOK FrOAHOCTMU: 12/2025

AokymeHTauma 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KO NPOAYKTA KNUEHTA: 81775840

TESTS
MokaszaTenu

SPECIFICATIONS
Cneuudmkauum

RESULTS
PesynbTathl

Description/ OnucaHue

Transparent or almost transparent, almost coloriess
to light yellow solution. / Npospauiibii nu nouTw
Npo3payHbIn pacTBop OT noytu GecupeTHoro Ao
cnabo-xenToro uBeTa.

Complies / CooTseTcTayer

Identity/ MoanuHHoCTbL
Oxymetazoline hydrochloride /
OxkcumeTrasonuHa rugpoxnopun

Benzalkonium chloride / BeH3ankoHus
xnopwua

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema yaepxusaHus  OCHOBHOMO nuka Ha
XpoMaTorpamme UCMbITYEMOro pacTBopa OOMKHO
COOTBETCTBOBATH BPEMEHU YAEpXUBaHUS
OCHOBHOIO NUKa Ha XxpomaTtorpamme CTaHAapPTHOTO
pacreopa OKCUMeTa3onuHa ruapoxnopuaa,
NoNy4YeHHOW NPU KONUYECTBEHHOM OMpeAEeneHuN.

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
YAEPXVBaHNSA OCHOBHOTO NUKA Ha XpoMaTorpamme
VCMbITYEMOTO pacTBopa AOIMKHO COOTBETCTBOBATH

BPEMEHU YAEPXUBAHUA OCHOBHOMO nuka Ha
Xxpomarorpamme cTaHAapTHOro pacTeopa
BeH3ankoHus xnopuaa, nony4eHHon npu

KONMUYEeCTBEHHOM onpeaeneHnu.

Complies / CooTBeTcTBYET

Complies / Cootercrayer
[l

| Clarity / Mpo3paduHocTs

The product should be not more opalescent

than reference suspension |. / OnanecueHuus
npenapaTta He [OMMKHA NPEBLILIATL ONanecUeHUMo
3TanoHa cpaBHeHus |,

Complies / CooTBeTcTRYET

Color of solution / LiseTHocTb pacTBopa

The product should be not more colored than
reference solution Y7. / MpenapaT AonxeH ObiTh
OKpalleH He Gonee MHTEHCUBHO, YeM sTanoH Y7.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHas

From 1.006 to 1.010/ Ot 1,006 go 1,010

NNoTHOCTL (d 20/20) 1.009
pH From 5.5t0 6.5/ 075,5 A0 6,5 =g o
Osmolality / OcmonsnkbHOCTL From 270 to 330 mOsmol/ kg / A
OT 270 no 330 mOcmonb/kr 285
113 |

IMP.7.10




SOFARIMEX

INGUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A FOTOBOIO NMPOOYKTA

PRODUCT / NMPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
o Ha3neBuH® cnpei Ha3anbHLIK A03MPOBaHHbIN 22,5 MKr/fo3a Poccus /

ARTICLE CODE / BHYTPEHHUW KO MPOOYKTA: 704534 BATCH Ne / NAPTUA Ne /: 21333
MANUFACTURE DATE: / ATA N3rOTOBFIEHUA: 12/2022 C.A/ CEPTU®UKAT AHANU3A: 5797/22
ANALYTICAL PROC. N°: / TPOTOKOJT AHANN3A Ne: SRAS-QWACUG.4 EXP./ CPOK FOOHOCTW: 12/2025

ANALYTICAL REFERENCE / PEGEPEHTHbIN MCTOYHUK METOJOB AHAMW3A: Normative documentation / HopmatueHas
HokymeHTrauus M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOL NPOAYKTA KNUEHTA: 81775840

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuucbukauum PesynbTaThl

Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg 15 %.

Weight / Cpeanas macca goabi u Uniformity of dose weight: mean dose weighl

OHOPOAHOCTL MacCbl 403bl +25 %.
Max. 2 from 10 doses >+25% from mean dose
weight.
But always <+ 35 % from mean dose weight. / Complies / CooTtBeTcTBYyET

CpeaHss macca nosbl: 45 mr+ 15 %.
OAHOPOAHOCTL MacChl [,03bl: CPEAHAS Macca 403kl
+25%.

| He Gonee 2 3 10 fos > £25 % oT cpepHeit Mmacchbi
'. 003bl.

| Ho Bcerpa <+ 35 % oT cpefHel macch! 403bl.

Related Substances / PogcTBeHHbIe

npumecwm
Impurity A (Hydrolysis product) / Mpumecs A Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit
(npoayKT rmaponusa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit
Individual unidentified impurity / Eauanynas Not more than 0.1 %. / He 6onee 0,1 %. < Detection Limit
HEUACHTU(ULMPOBAHHAR MPUMECH
I'olal impurities/ Cymma npumecei Not more than 1.2 %./ He Gonee 1,2 %. < Detection Limit
Assay / Konu4yectBeHHoe onpeaenexue
Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 494
OKkcrMeTasonunHa ruapoxnopus hydrochloride/ OT 475 no 525 mkr/mn

oKkcumMeTasonuHa ruapoxnopuaa.
Benzalkonium chloride / BeH3ankoHus From 45 to 55 pg/mL of benzalkonium chioride/ Ot 47
xropng 45 po 55 mkr/mn BeHsankoHns xnopuaa

Microbial purity / Mukpo6uonoruyeckas

yucrora

Total aerobic microbial count (TAMC) / Obwee Not more than 102 CFU /mil/

4YUeno aaPoBHbIX MUKPOOPraHN3MoB 2 <1UFC/ml
Total combined yeast and molds count He onee 10 KO1E/M”

(TYMC) / Ofee 4ncno ApoXoKeBbIX 1 Not more than 10" CFU /ml / <1 UFC/ml
nnecHesbIxX rpnbos e 6onee 10" KOL/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBre B 1 Mn Absent / OTcyTcTByloT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTeve B 1 Mn Absent / OTcyTcTBYIOT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A TOTOBOIO NMPOAYKTA

| PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia/
Ha3neBuH® cnpei Ha3anbHbIM 4O3UPOBaHHbIX 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWW KO, NPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 21333
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 12/2022 C.A/ CEPTU®UKAT AHAITU3A: 5797/22
ANALYTICAL PROC. N°: / MTPOTOKON AHAITU3A Ne: SRAS-9WACU6.4 EXP./ CPOK FOHOCTW: 12/2025

 ANALYTICAL REFERENCE / PE®EPEHTHbIV UCTOYHUK METOROB AHANU3A: Normative documentation / HopmaTtusras
_pokymenTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOAYKTA KITUEHTA: 81775840

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuudumkauum Pe3ynbTaTthbi

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 no3
BO hbnaxkoHe) npenapaTa BO (NakoH KOPUYHEBOroO Complies / CooTBeTcTBYET
crexna |l rmgponuTuueckoro  knacca €
AO3UPYIOLLIMM YCTPOUCTBOM U3 MOMNUITUNEHA W
HepXxaBeloLLet cTany 1 3awnTHOW Kpbikon. Mo 1
dnakoHy BMECTE C MHCTPYKUMEN MO NPUMEHEHWIO
B Mayky KapTOHHY!IO.

Package / YnakoBka

Labeling / MapxupoBka According to Normative documentation. / B Complies / CooTseTcrayeT
COOTBETCTBUM C HOPMATUBHOW AOKYMEHTauunen,

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

Shelf life / Cpok roaHocTu: 3 years / 3 roga

REMARKS / pumeyaHue: o N
The Product conforms to ND/
MNpoaykT cootBeTcTBYET TpeGoBaHnaM H/]

BATCH REMARKS / Mpumeyanue 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. / [axHbim CBWAETENMbCTRYID, YTO JaHHAA NapTus NpoBepeHa B

COOTBETCTBUN C paspelleHnemM Ha MapKeTUHr u EBpOﬂGI?ICKVIM PYKOBOACTBOM NO Haznexallen NPOU3BOACTBEHHO
NPaKTUKe ANA NEKapPCTBEHHbLIX NPOAYKTOB.

ANALIST / AHanutuk DECISION / 3akntoyeHue: A{)G«"R() eED o ’

Francesca Amaral DATE / fata: ) 9 /4 L/2022 W

M. Ines Ribeiro QUALIFIED PERSON / OTseTtcTBeHHOE NUuo: Aldina Valadares ‘
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