SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANN3A TOTOBOIO NPOAOYKTA

PRODUCT / NPOOYKT: Nasivin Metered Nasal Spray 22.5 g /dose Russia/
Ha3usuH® cnpei HaszanbHbIW 403UPOBaHHBIN 22,5 Mkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 30766
MANUFACTURE DATE: / ATA U3rOTOBNEHWUA: 06/2023 C.A/ CEPTUOUKAT AHANN3A: 4153/23
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHATTU3A Ne: SRAS-9WACU6.4 EXP./ CPOKIrOoagHOCTMH: 06/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHUK METOAOB AHAMU3A: Normative documentation / HopmaTusHas
AokymeHnTauma 1N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOA NPOAYKTA KNUEHTA: 81775840

API NAME / HAUMEHOBAHUE ©®APMALIEBTUYECKOW CYECTAHLIMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMAULEBTUYECKOW CYBCTAHLIUU: 23010347

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE MPOU3BOAUTENA PAPMALIEBTUMECKOW CYECTAHUWMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOANTENA ®APMALIEBTUMECKOW CYBCTAHLIMW: Germany

TESTS SPECIFICATIONS RESULTS
MNokazaTenu Cneuudmkauumu PesynbTaTthl

Transparent or almost transparent, almost colorless
to light yellow solution. / Npospaunblit UAU NoYTKU
npo3payHbiil pacteop oT nout BecuseTHoro go | Complies/ CooteeTctayeT
cnabo-xenToro usera.

Description/ OnucaHue

ldentity/ MoanuHHOCTL Retention time of the main peak in the | Complies/Cootsetctayet
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema  yoepXuBaHUA  OCHOBHOTO NWKa  Ha
XpomaTorpamMmme UCMbITYeMOro pacTBopa AOMKHO
COOTBETCTBORATbL BpEMEHN yAepxuBaHus
OCHOBHOIO NUKa Ha XpomaTorpamme CTaH4apTHOro
pacTeopa oKCYMeTasonuHa ruapoxnopuaa,
MONYYEHHON NPKU KONUYECTBEHHOM ONpPeLeneHum,

Benzalkonium chloride / BeH3ankoHus Retention time of the main peak in the Complies / CooTBeTcTBYET
T chromatogrgm of the test solutlop should (_:omply

with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpewms
YAEPKNBAHUA OCHOBHOrO NUKa Ha XpomaTorpammMe
MCMNbITYEMOro pacTeopa AOMXHO COOTBETCTBOBATL
BPEMEHU YAEPXWBEHNA OCHOBHOTO MUKa Ha
xpomaTorpamve CTaHAapTHOro pacTteopa
OeHsankoHus  xnopuaa,  NONyYEeHHOM  npu
KONMUYECTBEHHOM ONpeaeneHun.

Clarity / Npo3pay4HocTh The product should be not more opalescent

than reference suspension I. / OnanecueHuus
npenapata He AOTXHA NPeBbIlLaTh onanecleHumio | Complies / CooteeTcTRYET
3TanoHa cpaBHeHus |.

Color of solution / LiBeTHoCTL pacTBOpa The product should be not more colored than Complies / CoaTReTtcTayeT
reference solution Y7. / MpenapaT ponxeH 6biTb
oKpalleH He Bonee MHTEHCUBHO, YeM 3TarnoH Y7.
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SOFARIMEX

INOUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANN3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
HasueuH® cnpe# HasanbHbIA A03UPOBaHHLIN 22,5 mkr/no3a Poccus |/

. ARTICLE CODE / BHYTPEHHWI KOO NPOOYKTA: 704534 BATCH Ne / NTAPTUA Ne /: 30766
. MANUFACTURE DATE: / JATA N3rOTOBNEHWUA: 06/2023 C.A/CEPTU®UKAT AHANU3A: 4153/23
ANALYTICAL PROC. N°: / MIPOTOKON AHAMNMU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TrOQHOCTMW: 06/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHMK METOOB AHANW3A: Normative documentation / HopmaTneHas
|_AokymeHTalus 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NPOAYKTA KNUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUHECKOW CYBCTAHLUKU: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPNW ®APMALEEBTUYECKOWN CYECTAHLIUWU: 23010347
APl MANUFACTURER NAME / .
HAUMEHOBAHMWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOANUTESNA ®APMALEBTUYECKON CYBECTAHUNU: Germany

TESTS SPECIFICATIONS RESULTS
MNokasartenu Cneuundukaumnm PesynbTraTthl

Relative density (d 20/20) / OtHocuTenbHan From 1.006 to 1.010/ O1 1,006 go 1,010 1,007
nnotHocTb (d 20/20)
pH From5.5t06.5/0715,5 10 6,5 59
Osmolality / OcmonsinsHoCTL From 270 to 330 mOsmol/ kg /

OT 270 A0 330 MOCMOnL/kr 282 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg £15 %. Complies / CooTBETCTBYET
Weight / CpepHsan macca 0o3si ¢ Uniformity of dose weight: mean dose weight
OAHOPOAHOCTb MAaCChi 403bI 125 %.

Max. 2 from 10 doses >+25% from mean dose

weight.

But always <+ 35 % from mean dose weight. /
CpepHsis macca aosbl: 45 mrx 15 %.

OnHOPOAHOCTL MacChl 403bl: CPEAHAA Macca 403bl
+25%.

He Gonee 2 s 10 no3 > £25% 0T cpefHelh maccel
[03bl.

Ho Bcerpa <+ 35 % oT cpegHelt macchl 403bl.

' Related Substances / PoactBeHHble
npumecu

Impurity A (Hydrolysis product) / Mpumeck A
(npoaykT rupponusa)

Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit

Individual unidentified impurity / EanHnunas

Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit

Not more than 0.1 %. / He 6onee 0,1 %. < Detection Limit
HengeHTULMPOBaHHaA NpUMeCcs
Total impurities/ Cymma npumeceit Not more than 1.2 %. / He 6onee 1,2 %. < Detection Limit
Assay / KonuvecTtBeHHOe onpeaeneHue
Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 512 pg/mL
OkcumeTasonuHa rmapoxnopug hydrochloride/ OT 475 go 525 mkr/mn

oKCUMETa3onuHa rmapoxnopuaa.
Benzalkonium chloride / BeHaankoxua From 45 to 55 pg/mL of benzalkonium chloride/ Ot 50 pg/mL
xnopug 45 po 55 mkr/mn 6eH3ankoHus xnopuaa
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SOFARIMEX
INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A TOTOBOIO NPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBWUH® crnipeit HazanbHbIW A03UMPOBaHHLINK 22,5 Mkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHUI KO, NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 30766
MANUFACTURE DATE: / ATA U3FOTOBNEHUA: 06/2023 C.A | CEPTUDUKAT AHAJNTU3A: 4153/23
ANALYTICAL PROC. N°: / MTPOTOKOM AHATTU3A Ne: SRAS-9WACUG.4 EXP./ CPOK OOHOCTM!: 06/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOOQOB AHANU3A: Normative documentation / HopmatusHas
nokymeHTauua 1M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOA NPOAYKTA KIMUEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLMUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHUUMN: 23010347

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAWTENA ®APMALIEBTUYECKOW CYECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / 3
CTPAHA NPOU3BOANTENA ®APMALIEBTUMECKOW CYECTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudukauuu Pesynbrarthl
Microbial purity / Mukpo6uonoruieckas ) <1 CFU/ ml
YyucToTa Not more than 10° CFU /ml /
Total aerobic microbial count (TAMC) / OBwwee He 6onee 10° KOE/mn
4NCNO a3pobHbIX MUKPOOPraHN3MoB
Total combined yeast and molds count 1 <1 CFU/ml
(TYMC) / ObLyee 4ncno AposoKeBbiX 1 Not more tha? 10° CFU /mi/
NNecHeBbiX |'p|/l60B He 6onee 10 KOE/mMn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTene B 1 mn Absent/ OtcytcTayior
Staphylococcus aureus Absence in 1 ml/ Otcytcteve 8 1 mn Absent/ OtcyTctayior
10ml (at least 143 doses / vial) in class I Complies / Cootsetcrayer
Package / Ynakoska 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 fo3
BO dnakoHe) npenapara Bo (hrnakoH KOPUYHEBOTO
ctekna Il rugponuTuyeckoro  knacca  C
AO3VPYIOUIMM  YCTPOMCTBOM M3 NONU3TUNEHA W
HepXaBeLEeN CTany v 3aulUTHOMN KpbILKoi. 1o 1
hnakory BMeCTe € MHCTPYKUUEN MO NPUMEHEHMIO
B NaYKy KapTOHHYIO.
Labeling / MapkupoBka According to Normative documentation. / B Compliss / CooTaercreyer
COOTBETCTBUM C HOPMATUBHOW AOKYMEHTaLWEN,

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temnepatype He Bbiwe 25°C,

Shelf life / Cpok roarocTu: 3 years / 3 roga
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3nmBuH® cnpeit HasansHbIM NO3MPOBaHHLIN 22,5 MKr/n03a Poceus |

ARTICLE CODE / BHYTPEHHWUW KO NPOOYKTA: 704534 BATCH Ne / NAPTUA Ne /: 30766
MANUFACTURE DATE: / AATA N3rOTOBNEHWSA: 06/2023 C.A/CEPTU®UKAT AHANN3A: 4153/23
ANALYTICAL PROC. N°: / IPOTOKON AHAJIU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TOOHOCTMW: 06/2026

ANALYTICAL REFERENCE / PEQEPEHTHbI UCTOYHUK METOAQOB AHANMW3A: Normative documentation / HopmaTueHas
AokymexTauma M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NMPOAYKTA KIUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALEBTUYECKOW CYBECTAHLMUA: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOWN CYECTAHLWUK: 23010347

API MANUFACTURER NAME / :

| HAMMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUMECKOW CYECTAHLIUMU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API / .

CTPAHA NMPOU3BOAUTENR ®APMALIEBTUMECKOW CYBCTAHLIMU: Germany

REMARKS / MpumeuaHnne:
The Product conforms to ND/
MNpoaykT cooTeeTCTBYET TPeboBaHUAM H/

"BATCH REMARKS / MpumeyvaHue gns 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. / [aHHbIM CBUAETENLCTBYIO, UTO AAHHARA napTus npoeepeHa B
COOTBETCTBMW C paspelueHuem Ha MapkeTuHr n EBponenckuM pykoBoACTBOM MO Hagnexalleih Npou3BoACTBEHHOW

A

NpakTUke AN NeKkapCTBEHHbIX NPOAYKTOB.
ANALIST / AHanuTuk DECISION / 3aknioueHue: \,&_}\_)Qd

Vera Lopes DATECTag=: Ozg OX b1>
M. Inés Ribeiro QUALIFIED PERSON / OteeTtTBEeHHOE NMUO: v
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