SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, SA

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOOYKTA

PRODUCT / NIPOAYKT: Nasivin Metered Nasal Spray 22.5 g /dose Russia /
Ha3uBuH® cnpeii HazanbHbIA 4O3UpOBaHHbIK 22.5 Mkr/ao3a Poccus /

| ARTICLE CODE / BHYTPEHHWM KO MPOAYKTA: 704534 BATCH Ne / TAPTUSI Ne /:11429
MANUFACTURE DATE: / IATA U3rOTOBMEHWS: 11/2021 C.A | CEPTUG®UKAT AHANN3A:5877/21
ANALYTICAL PROC. N°% / TPOTOKOJST AHATIU3A Ne: SRAS-9WACU6.3 EXP. / CPOK FOHOCTH: 11/2024

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOJOB AHANMW3A: Normative documentation / HopmatueHas
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 /
uam. Ne 1 o1 26.12.2017, uam. Ne 2 ot 04.02.2019, usm. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KOA MPOAYKTA KIMEHTA; 81725409

TESTS SPECIFICATIONS RESULTS
Moka3zatenu Cneuudukayum PezynbTarhbi
Description/ Onucaxue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / Npoapaubiit
WX NOMTU NPO3payvHbli, OT Noutn GecuBeTHOro
4o cnabo xenToro UseTa pacTsop.

Complies / CooTtBeTcTRYET

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 yAepKvBaHWS OCHOBHOrO nWUKa Ha
XpoMmaTorpamme MCMbLITYEMOro pacteopa A0MmKHO
COOTBETCTBOBATHL BPeMeH! yAepXKNBaHUSA

lidentity/ MoanuxHocTe
Oxymetazoline hydrochloride /
OkcuMMeTa3onuHa rugpoxXIopua

Complies / CootseTcTByeT

OCHOBHOIO nvika Ha XpomaTtorpaMme
CTaHOapTHOrO  pacTBopa  OKCUMETa30MMHa
ruapoxropuaa, nony4eHHou npu

KonuyecTseHHOM onpeaeneHun.

Benzalkonium Chloride / The retention time of the main peak on the Complles § CacresTeTnYET

BeHsankonus xnopwug, 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 / Bpems
yaepxuBaHusi OCHOBHOIO nuka Ha
XpomartorpamMme UCMLITYEMOro pacTeopa A0SKHO
COOTBETCTBOBAThL BpeMeH! yAepXuBaHus
OCHOBHOFO nvka Ha Xpomarorpamme
CTaHAapTHOro pacteopa GeHsankoHusi xnopuaa,

I'IOJ'IylleHHOﬁ npu KonMYeCTBEHHOM onpeaeneHuu.

Clarity / MpospaynocTe The solution should be transparent or the | Complies/CooTeetcTayer
opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pomkeH ObiTb NPoO3payHbIM  Unu
VHTEHCUBHOCTb  ONanecueHUun He [OO0MKHa

npeBblWwaTh onanecuexLmm 3TarnoHHou
| i cycneHsum .
Color of solution / LiBeTHoCTH The color intensity of the product should not Complies / CooteeTctByeT

exceed the color intensity of the reference solution
Y7 |/ WHTeHCUBHOCTb oOKpacku npenapaTa He
AOMKHa NpeBbllaTs WHTEHCUBHOCTb  OKPacKm
3TanoHHoro pacreopa Yz
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANIU3A rOTOBOIO NPOOAYKTA

PRODUCT / MPOAIYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpeit HazanbHbIM H03MpoBaHHbLIA 22.5 MKr/go3a Poccusi /

:RTICLE CODE / BHYTPEHHUI KOA NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /:11429
MANUFACTURE DATE: / JATA U3rOTOBNEHUS: 11/2021 C.A | CEPTUDUKAT AHAITU3A:5877/21
ANALYTICAL PROC. N°: / TIPOTOKOI AHASIU3A Ne: SRAS-OWACUG.3 EXP. / CPOK rOQHOCTM!: 11/2024

ANALYTICAL REFERENCE / PEOEPEHTHbIA UCTOYHUK METOOOB AHAIU3A: Normative documentation / HopmarusHas
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 /
usm. Ne 1 o1 26.12.2017, nam. Ne 2 ot 04.02.2019, uam. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOf NPOOYKTA KIUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudukaumn Pesynbrarhi
Relative density (d 20/20) / OtHocurensHas From 1.006 to 1.010 / Ot 1,006 go 1,010 1.008
nriotHocTh /d 20/20)
pH From 5.5t06.5/075,5 50 6,5 5.9
Osmolality / OcmonsnbHOCTL From 270 to 330 mOsmol/ kg / OT 270 go 330 281
MOcMonb/Kr
Average dose / CpegHsis Macca 4o3bl 45mg + 15% / 45 mr £ 15% Complies / CooTBetcTayeT

Uniformity of delivered dose / OgHopoaHocTs Average dose + 25%
Macchl Jo3bl max. 2 from 10 doses > + 25% from average dose
mass,

but always < + 35% from average dose mass/ Complies / CooTseTcTayeT

CpeaHss Macc aosbl + 25%.

He Gonee 2 u3 10 503 > + 25% oT cpeaHeli Macchl
[03bI.

Ho Bcerga < + 35% oT cpegHelt Macchl A03bl.

Related substances / PogcreeHtiie npumecu

Impurity A / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % < Detection Limit
Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 % / He Gonee 0.5 % < Detection Limit
Individual unidentified impurity / Equnuinas Not more than 0.1 % / He Gonee 0,1 % < Detection Limit

HenaeHTUULUMPOBaHHAs NPUMECh

Total impurities/ cymma Bcex npumecei Not more than 1.2 % / He 6onee 1,2 % < Detection Limit

Assay | KonuyecTeeHHoe onpeaeneHue

Oxymetazoline hydrochloride / 475 — 525 pg/mi | 475 — 525 mkr/mn 498
OxkcumeTasonuHa rugpoxnopua,

Benzalkonium chloride / BernaankoHus 45 — 55 pg/ml / 45 — 55 mkr/mn 53
ruapoxnopug

Microbial purity / Mukpo6uonoruyeckas
yucrora

Total aerobic microbial count (TAMC) / Not more than 10° CFU /ml / <1UFC/mi
Obwwee uncno aspobHbIx 6aktepuii He Gornee 102 KOE/mn
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A FOTOBOIO NMPOOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3uBuH® cnpeii HasanbHbli JO3MpOBaHHbLIN 22.5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUI KOf MPOQYKTA: 704534 BATCH Ne / NAPTUA Ne /:11429
MANUFACTURE DATE: / DATA W3rOTOBJIEHUSA: 11/2021 C.A | CEPTUDPUKAT AHANN3A:5877/21
ANALYTICAL PROC. N°: / MPOTOKON AHATIU3A Ne: SRAS-9WACUG.3 EXP. / CPOK rOOHOCTH: 11/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOJOB AHANW3A: Normative documentation / HopmaTtuBHas
AokymerTaums I N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
nsmM. Ne 1 oT 26.12.2017, nam. Ne 2 ot 04.02.2019, uam. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO, NMPOOYKTA KIMUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuunduxavmm PesynbTatel
Total combined yeast and molds count Not more than 10" CFU /ml / <1UFC/ml

(TYMC) / O6Liee Konu4eCcTBO APOXOKEBLIX U

1
FNIeCHeBLIX IpUGOB He 6onee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 mi/ OtcytcTeue B 1 Mn Absent / OtcyTcTayloT
Staphylococcus aureus Absence in 1 ml/ OtcyTtcTeue 8 1 Mn Absent / OtcyTeTayioT
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 .
no3ul/chnakoH)  npenapara BO dnakoH Complies / CooTsetcTeyet
kopuuHeBoro crtekna, Il ruaponuTuyeckoro
Knacca ¢ [OosvpylolwyUM  YCTPONCTBOM U3
nonnMaTueHa 1 HepxaBeloweh cTanu wu
3aWMNTHON KPbILLKON. 1 hriakoH ¢ MHCTPYKLMEl no

NpYMEHEHUI0 NOMEWIAIOT B KAPTOHHYIO nadky.

Labeling / MapkupoBka According to ND / B cootseTcTeum ¢ HJl Complies / CooTeeTcTBYET

Storage / Xpanenwue: At temperature below 25°C. / Mpu TemnepaType He Bbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 ropa

REMARKS / NMpumeyuanue:
The Product conforms to ND/
MpoaykT cootBeTCcTBYET TPeGoBaHUaM HI

BATCH REMARKS / MpumeuaHue gns cepum:

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 CBUAETENbCTBYIO, YTO AaHHasi napTus NpoBepeHa B
COOTBETCTBUU C paspelleHnem Ha MapkeTuHr 1 Esponeiickum pykoBOACTBOM MO Hafiexalleil NPOM3BOACTBEHHO
npakTuke Ans eKkapcTBeHHbIX NPoayKToB. , ;

ey

ANALIST / AHanuTuk DECISION / 3akniouetue: -~ . ]
Viviana Gongalves . .
Natacha Marreiros DATE / fara: l,] / ) ZelY)

QUALIFIED PERSON / OtBeTcTBEHHOE nuwo: Gongalo Felic}o
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