SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TOTOBOI'O NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpen HalanbHbIY AO03UPOBaHHbIA 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUI KOO MPOOYKTA: 704534 BATCH Ne / NAPTUA Ne /: 55283
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 03/2025 C.A/ CEPTU®UKAT AHAINU3A: 1375/25
ANALYTICAL PROC. N°: / MPOTOKOIT AHAINU3A Ne: SRAS-9WACU6.5 EXP. / CPOK rOHOCTH: 02/2028

ANALYTICAL REFERENCE / PEOEPEHTHbLIN UCTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmaTusHasi
AokymeHTauusa 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL NPOAYKTA KIMUEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKON CYECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIMK: 24090271

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOANTENA ®APMALIEBTUYECKOW CYECTAHLUMUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®APMALEBTUYECKOWU CYECTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTenu Cneuundukauumn Pesynbrathi

Transparent or almost transparent, almost coloriess
to light yellow solution. / NpospauHbIil UK NOYTK
Npo3payHbiii pacTeop oT noutn GecuseTHoro ao | Complies / CootsetcTByeT
cnabo-xenToro ugeTa.

Description/ OnucaHue

Identity/ MopnuHHoCTL Retention time of the main peak in the Complies / CooTeeTcTBYET
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopun, with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepxuBaHusi OCHOBHOrO nuka Ha
XPOMaTOrpaMMe MUCMbITYEMOro pacTBopa AOIHKHO
COOTBETCTBOBATbL BpeMeHM yAaepxvBaHus
OCHOBHOTO NWKa Ha XpomaTtorpammMe CTaHgapTHOMo
pactsopa OKCMMETAa30M1Ha ruapoxnopuaa,
MONyYeHHOMN NpU KONMYECTBEHHOM ONpeAeneHun.

B Ikoni hloride / B Retention time of the main peak in the Complies / CooTBeTcTBYET
enzatkonium chioride / beH3ankoHus chromatogram of the test solution should comply
XnopHa with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
yAepKuBaHUsi OCHOBHOTO Nyka Ha xpomaTtorpaMmme
UCMbLITYEMOrO pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXWBAHUS OCHOBHOMO NMKa Ha
XpomaTtorpamme CTanAapTHOro pactsopa
6eH3ankoHua  xnopuga,  MNOnyYeHHOW  npw
KONMU4ecTBEHHOM OnpeaeneHuu.

Clarity / Mpo3pa4HocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuus
npenapata He AOMKHA NPEBLILLAaTh OnanecLueHumio
aTanoHa cpasHeHus |.

Complies / CooTBeTcTBYET

Color of solution / LiBeTtHocTb pacTBOpa The product should be not more colored than
reference solution Y7. / Mpenapat aomnxkeH 6biTb Complies / CooTseTcTayeT
oKpalleH He Bonee MHTEHCUMBHO, YEM 3TasoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
HazuBuH® cnpeil Has3anbHbIA A03UPOBaHHbIN 22,5 MKr/ao3a Poccusa /

ARTICLE CODE / BHYTPEHHUI KOf NPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 55283
MANUFACTURE DATE: / OATA U3FOTOBNEHWUA: 03/2025 C.A/ CEPTU®UKAT AHAINU3A: 1375/25
ANALYTICAL PROC. N°: / NIPOTOKON AHAIU3A Ne: SRAS-9WACUG.5 EXP./ CPOK TrOAHOCTMW: 02/2028

ANALYTICAL REFERENCE / PEQEPEHTHBbIA UCTOYHUMK METOAOB AHAIMU3A: Normative documentation / HopmatusHas
aokymeHTauus M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOL, NPOAYKTA KIMUEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLMKU: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLIUU: 24090271

APl MANUFACTURER NAME / 5
HAUMEHOBAHMWE NPOU3BOAUTENA PAPMALIEBTUYECKOU CYECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOU CYECTAHLIUMA: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuundunkauum Pesynbratbl

Relative density (d 20/20) / OtHocuTenbHan From 1.006 to 1.010/ Ot 1,006 no 1,010 1007
nnoTHocTb (d 20/20) '
pH From 5.5t0 6.5/ 015,500 6,5 59
Osmolality / OcmonsnbHoOCTb From 270 to 330 mOsmol/ kg /

Ot 270 go 330 mOcmonb/kr 292 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg £15 %.
Weight / CpeaHsas macca Ao3bl U Uniformity of dose weight: mean dose weight
0AHOPOAHOCTL MacChl A03bI +25%.

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

weight.

But always <+ 35 % from mean dose weight. /

CpepHsas macca aosbl: 45 mr+ 15 %. Complies / CooTtseTcTBYET

OAHOPOAHOCTL MACChl A03bl: CPEAHAS Macca A03bl

+25%.

He 6onee 2 n3 10 gos > +25 % oT cpeaHen macchl

A03bl.

Ho eceraa <+ 35 % ot cpegHeln macchbl 403bl.

Related Substances / PogcTBeHHble

npumMecu

Impurity A (Hydrolysis product) / NMpumecs A Not more than 0.5 %. / He 6onee 0,5 %. <LD

(npoaykT rupponu3aa)

Impurity ZP-1 / Npumeck ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. <LD

Individual unidentified impurity / EauHuynas Not more than 0.1 %. / He 6onee 0,1 %. <LD

HenaeHTUULMpOBaHHAA NPUMECh

Total impurities/ Cymma npumecei Not more than 1.2 %. / He 6onee 1,2 %. <LD

Assay / KonuyectseHHoe onpeaeneHue

Oxymetazoline hydrochloride / From 475 to 525 ug/mL of oxymetazoline

OxkcnmeTasonuHa ruapoxnopug, hydrochloride/ OT 475 go 525 mkr/mn 499 ug/mL
OKCVMMETAa30nnHa rugpoxnopuaa.

Benzalkonium chloride / BeH3ankoHus From 45 to 55 ug/mL of benzalkonium chloride/ Ot

xnopua 45 no 55 mkr/mn 6eH3ankoHnA xnoprga 49 pg/mL
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A TOTOBOIO NPOAOYKTA

PRODUCT / IPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /

Ha3uBuH® cnpei Ha3zanbHbIA 4O3MPOBaHHLIN 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOQ MPOAYKTA: 704534

BATCH Ne / TAPTUA Ne /: 55283

MANUFACTURE DATE: / OATA U3rOTOBJIEHUSA: 03/2025

C.A/CEPTUO®UKAT AHAJTU3A: 1375/25

ANALYTICAL PROC. N°: / MIPOTOKON AHAFIU3A Ne: SRAS-9WACU6.5

EXP. / CPOK FrOOHOCTH: 02/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOAOB AHAINU3A: Normative documentation / HopmaTtusHas

AokymeHTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUWA KOJ NPOAYKTA KITUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALEEBTUYECKOW CYBCTAHLMK: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLIUK: 24090271

API MANUFACTURER NAME /

HAUMEHOBAHUE NPON3BOAUTENA ®PAPMALIEEBTUYECKON CYBCTAHLIUMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE APt/

CTPAHA NPOU3BOAUTENSA ®APMALIEBTUYMECKOW CYECTAHUWUU: Germany

TESTS SPECIFICATIONS RESULTS

Moka3aTtenu Cneuudoukauun PesynbTratbl
Microbial purity / Mukpo6uonoruueckas
yucrota
Total aerobic microbial count (TAMC) / O6wwiee Not more than 10> CFU /mi / <1 CFU/ml
ymcno aspobHbIX MUKPOOPraHU3MOB 2
Total combined yeast and molds count He Gonee 10 KO1E/ sk
(TYMC) / Obuiee 4vcno apoickeBbIX U Not more than 10" CFU /ml/ <1 CFU/ ml
nnecHesbIx rputos He Gonee 10" KOE/mn
Pseudomonas aeruginosa Absencein 1 mi}/ OTCYTCTBVle B1 MmN Absent / OTCYTCTBYIOT

Staphylococcus aureus

Absence in 1 ml/ OtcyTtcTBre B 1 Mn

Absent / OtcyTctayior

Package / YnakoBka

10ml (at least 143 doses / vial) in class IlI
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. / [o 10 mn (He meHee 143 Ao3
BO ¢hnakoHe) npenapaTta Bo hnakoH KOPUYHEBOTO
crekna |ll  rugponuTudeckoro knacca ¢
AO03UpYIOWUM YCTPOUCTBOM W3 MOMNU3TUIEHA U
HepXkaBetoLLEen CTanm 1 3aLUTHOW KpbILLKoW. Mo 1
dnakoHy BMECTE ¢ MHCTPYKLUMEN NO NPUMEHEHMIO
B MaYKy KAPTOHHYIO.

Complies / Cootsetcrayer

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBMM C HOPMATWUBHON AOKYMEHTAaUNEN.

Complies / Cooteertcrayer

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

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roga (-1 mecau)
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3umBuH® cnpei HasanbHbIN 4O3MPOBaHHbLIN 22,5 MKr/go3a Poccua /

ARTICLE CODE / BHYTPEHHWUW KO NPOOYKTA: 704534 BATCH Ne / MAPTUSA Ne /: 55283
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 03/2025 C.A | CEPTUOUKAT AHAIIU3A: 1375/25
ANALYTICAL PROC. N° / IPOTOKON AHANU3A Ne: SRAS-9WACUG.5 EXP./ CPOK TOQHOCTMW: 02/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIA ICTOMHUK METOOOB AHAIU3A: Normative documentation / HopmaTtushas
nokymenTauua 1N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOl NPOAYKTA KIMMEHTA: 81775840

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOWN CYECTAHLIMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPU/ ®APMALEEBTUYECKOW CYECTAHLINU: 24090271

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAWUTENA ®APMALEBTUYECKON CYECTAHLIUWN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUMU: Germany

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpebosaHusam Hil

BATCH REMARKS / MNpumeuanne ansa 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 CBUAETENLCTBYIO, YTO AaHHAs NapTus npoBepeHa B
COOTBETCTBUM C paspelleHnemM Ha MapkeTuHr v EBponeiickum pyKOBOACTBOM MO Haanexalluei npousBoACTBEHHOW
npakTyke ANs NeKapCTBEHHbLIX NPOAYKTOB.

A I
ANALIST / AHanuTuk DECISION / 3akntoueHue: /V'fﬂ*i/JJ
Sonia Chainho DATE (flava: L4 /o0/ 202
M. Ines Ribeiro QUALIFIED PERSON / OTBeTCcTBEHHOE NMULO:
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