SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAOYKTA

PRODUCT /FPO.D,YKT:_N;sivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HasanbHble 0,05% Po_ccvm /

ARTICLE CODE / BHYTPEHHUW KOQ NPOAYKTA: 704532

BATCH Ne/ i'IAPTMFI Ne /: 20913

MANUFACTURE DATE: / JATA U3FOTOBNEHUA: 08/2022

C.A/ CEPTU®UKAT AHANU3A: 41 26/22

ANALYTICAL PROC. N°: / TIPOTOKON AHAJTTU3A Ne: SRAS-9WACUG.4

EXP. / CPOK FOIHOCTH: 08/2025

ANALYTICAL REFERENCE / PEGEPEHTHbIN UCTOYHUK METOLOB AHAJIM3A: Normative documentation / HopmaTuenas

nokymeHTaums 1 NO12964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOL NPOAYKTA KIUEHTA: 81775839

TESTS
MokaszaTenu

SPECIFICATIONS
Cneundmkayum

RESULTS
PesynbraThl

Description/ Onucanue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpo3payHbiit
UMW NOYTU MPO3PAYHBIN  PacTBOP OT  MOYTU
becupeTHoro fo cnabo-xenToro weeTa.

Complies / CooTBeTcTBYET

Identity/ MoanuHHOCTL
Oxymetazoline hydrochloride /
OkcumeTasonuHa ruapoxnopua

Benzalkonium chloride / BeH3ankoHus
xropua,

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 oxymectazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems  yoepxuBaHWs  OCHOBHOrO Nuka Ha
XpomartorpamMmme MCNbITYeMOro pactsopa LOIBKHO
COOTBETCTBOBATH BpPEMEHU YACPXKUBAHUSA
OCHOBHOIO NUKa Ha Xpomartorpamme CTaHAapTHOro
pacteopa OKCUMeTasonnHa rwapoxnopuaa,
NOMY4YEeHHOW NPU KONMYECTBEHHOM ONpeneneHnun.

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
yAepKMBaHUA OCHOBHOIO Nka Ha XpoMaTorpaMmme
UCMbITYEMOro pacTeopa JOMKHO COOTBETCTBOBATL
BPEMEHN YLNEpPXWBaHWUS OCHOBHOTO MWka Ha
XpomaTorpamme CTaHAapTHOro pacTteopa
GeHsankoHua  xmopuAa,  MoAydYeHHow  npu
KOMUYECTBEHHOM OnpeaeneHuu.

Complies / CooTBeTCTBYET

Complies / CootBeTcTByeT

| Clarity / Mpo3pauHocTb

The opalescence of the product should not exceed

the opalescence of the reference
suspension l/purified water. / Onanecuexuus
npenapaTa He AOMKHA npesbIWaTh

onanecueHUuIo  3TanoHa cpaBHeHusa  |/Bofbl
OYULLEHHOW.

Complies / CooTBeTCTBYET

Color / LisetHocTs

The product should be colorless or be comparable
to reference solution Y. / Mpenapat gomkeH 6bith
BecuyseTHbIM WNU BbIAEPXKWBATL CpaBHEHUE C
3TanoHom Y.

Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA £ FARIACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NPOAYKTA

PEDUCT! MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu Has_anbﬂue 0,05% Poccua /

ARTICLE CODE / BHYTPEHHWUIN KO} NPOAYKTA: 704532 BATCH Ne/ NAPTUA Ne /: 20913
MANUFACTURE DATE: / LATA U3FOTOBIIEHUS: 08/2022 C.A/ CEPTUDUKAT AHATN3A: 4126/22
ANALYTICAL PROC. N°: / MTPOTOKOMN AHATNMU3A Ne: SRAS-9WACUB.4 EXP./ CPOK TOQHOCTM: 08/2025

| ANALYTICAL REFERENCE / PEOEPEHTHBIV UCTOYHMK METOHNOB AHAJIU3A: Normative documentation / Hopmatueras
AokymeHTauums N N0129654/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOO NPOAYKTA KNUEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudukauum PesynbTaTthbl
'Relative density (d 20/20) / OTHocHUTenbHas From 1.006 to 1.010/ Ot 1,006 8o 1,010 - oG8
nrotHocThb (d 20/20) )
pH From5.5t06.5/015,5 106,5 59
' Osmolality / OCMONANLHOCTL From 270 to 330 mOsmolkg / OT 270 oo 330 285
mOcmonb/kr

Related substances / PogcTBeHHble npumecu

Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6oree 0,5 % < Detection Limit

(NPOAYKT rmaponunsa)

Impurity ZP-1/ Npvmecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % < Detection Limit
| 1 H 11 i 1 0, 0,

Individual unidentified impurity / EauHuunHasn Not more than 0.1 % / He 6onee 0,1 % < Detection Limit

HenaeHTUMMUMPOBaHHAs NPUMECH

Total impurities/ Cymma npvumecet Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

Assay / KonuyecTBeHHOe onpegenenue

Oxymetazoline hydrochloride / OkcumeTtaszornuHa From 475 to 525 pg/mL of oxymetazoline
rmapoxnopua, hydrochloride/ OT 475 po 525 mkr/mn

OKCMMETA30MMHA MAPOXIIoprAa. 488
Benzalkonium chloride / BeHsankoHust xnopuz From 45 to 55 ug/mL of benzalkonium chloride/ Ot 50

45 o 55 mkr/mn 6eHsankoHua xnopuaa
Microbial purity / MukpoGuonornueckas T o
yuctora
Total aerobig micrgbial count (TAMC) / Obwee Not more thar21 10° CEU /ml/ <1 UFC /ml
4Mcno aspobHbIx BakTepuin He 6onee 102 KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10" CFU /ml / <1 UFC /ml

ObLee 4nCno APOXCKEBLIX U MIIECHEBLIX MPMGOB He Gonee 101 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBue B 1 mn Absent / OTeyTcTayloT
Staphylococcus aureus Absence in 1 ml/ Otcytcteme B 1 Mn Absent / OteyTcTayioT
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANTM3A TOTOBOI'O NMPOAYKTA

_PRODUCT / I'IFOLLYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBMH® Kannu HasanbHble 0,05% Pocc;m/

ARTICLE CODE / BHYTPEHHUI KOA NMPOAYKTA: 704532 BATCH Ne /MAPTUA Ne /: 20913
MANUFACTURE DATE: / DATA U3rOTOBJIEHUA: 08/2022 C.A/CEPTU®UKAT AHANW3A: 4126/22
ANALYTICAL PROC. N°: / MTPOTOKON AHAJU3A Ne: SRAS-9WACU6.4 EXP./ CPOK FrOAHOCTW: 08/2025

| ANALYTICAL REFERENCE / PEQEPEHTHbI/ UICTOYHMUK METO/IOB AHAIIU3A: Normative documentation / HopmaTueHas
aokymeHTaums N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KO NPOOYKTA KNUEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudumkaumnm Pe3ynbTaThl
' Package / YnakoBka o 10 mL in an amber glass bottle with a

polypropylene screw cap with an integrated pipette | COMPlies / CooteetcTayer

made of glass type 3 (Eur. Ph.) and bromobutyl
rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapata Bo ¢hnakoH TEMHOFO
cTekna c HaBMHYMBaEMOW NONUNPONUIEHOBON
KPbILLIKOW CO BCTPOEHHOW NWUMNETKOW U3 CTekna Tuna
3 (EBp. $.) v 6pombyTUNKayyyKa.

Mo 1 ¢pnakoHy c MHCTPYKLMEW NO NPUMEHEHUIO B

naydky KapTOHHYHO.

Labeling / MapkupoBka According to Normative documentation. / B Complies / COOTBeTCEyeT
COOTBETCTBMW C HOPMATUBHOW AOKYMEHTaLMEN.

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

Shelf life / Cpok rogHocTn: 3 years / 3 roga

'REMARKS / Mpumeuanye:
The Product conforms to ND/
Mpoaykr cootBeTcTBYeT TpeboBaHuam HI,

"BATCH REMARKS / Mpumeyanne ana cepuum:

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. / JarHbIM CBUAETENLCTBYIO, Y4TO AaHHAs napTua npoBepeHa B
COOTBETCTBAN G paspelleHneM Ha MapkeTwuHr u Esponeickum pykoBOACTBOM MO HAaANEXallel NpoW3BOACTBEHHOI
NpakTuKe ANst NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTtuk: Q
DECISION / 3akntoueHue: A@ Ve JR &
Francesca Amaral DATE / flata:

| B H
QW (2/ Zod l
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULLO: \)Z-Q,\\D ||
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