SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJNIU3A TOTOBOIO MPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3unBuH® cnpei HasanbHbIN 4O3UPOBaHHbIW 22,5 Mkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHUN KOL NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 55025
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 01/2025 C.A/ CEPTU®UKAT AHAIU3A: 451/25
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAJIU3A Ne: SRAS-9WACU6.5 EXP./CPOK FrOAHOCTMH: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTueHas
AokyMmeHTauums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOl NPOAYKTA KNUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIMN: 24080086

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOOUTENA ®PAPMALIEBTUMECKOWU CYBCTAHUMUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOANTENA ®APMALIEBTUMECKOU CYECTAHLIMWU: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuundukauyum Pe3ynbTrarthi

Transparent or almost transparent, almost colorless
to light yellow solution. / Npo3payHbliAi Unu no4TK
npo3pauHbiil pacTeop oT nouti HecteeTHoro ao | Complies / CooteeTcTByeT
cnabo-xenToro LBeTa.

Description/ Onucanue

Identity/ MoanuHHocTL Retention time of the main peak in the | Complies/ CootBetctByeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxkcumeTtasonuHa ruapoxnopupg with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
BpemMs ynepxvBaHMS OCHOBHOMO Muka Ha
XpOMaTtorpamme MCNbITYEMOro pacTeopa AOSKHO
COOTBETCTBOBATb BpeMeHU yAepxuBaHus
OCHOBHOTO NKKa Ha XxpomaTofpaMme CTaHAapTHOro
pacTtBopa OKCUMETa30/MHa ruapoxnopuaa,
NOJTy4EeHHOMN MPW KONMYECTBEHHOM ONpeaeneHun.

B Ikoni hloride | B Retention time of the main peak in the | Complies/ CooTeeTcTByeT
xﬁ:;:gomum chloride / Benaankonus 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
yAepXuBaHUs OCHOBHOIO NUKa Ha Xxpomartorpamme
WCMbLITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHW YAEpXWBaHUA OCHOBHOrO MuKa Ha
Xpomarorpamme CTaHaapTHOMo pactsopa
6eHsankoHus  xmopuAa,  NOMy4YeHHOW  npu
KONMYeCTBEHHOM OnpeaeneHun.

Clarity / Mpo3spa4yHocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuus
npenaparta He [10fKHa NpeBbILLaTh OnanecuUerumto
aTanoHa cpaBHeHusn .

Complies / CooTBeTcTBYET

Color of solution / LiBeTHoCTL pacTBOpa The product should be not more colored than
reference solution Y7. / MNpenapaTt gomnxkeH ObiTb

Complies / CooTBeTcTBYET
OkpalleH He Bonee NHTEHCUBHO, YEM aTanoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®OUKAT AHANIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBMH® cnpeit Ha3anbHbIN AO3UPOBaHHbLINA 22,5 Mkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHWIA KOQ NPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 55025
MANUFACTURE DATE: / BATA U3rOTOBNEHWUA: 01/2025 C.A/CEPTUOUKAT AHAINU3A: 451/25
ANALYTICAL PROC. N°: / MTPOTOKOJT AHATNWU3A Ne: SRAS-9WACUG.5 EXP. / CPOK rOQHOCTMW: 12/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA MCTOYHUK METOOOB AHAIU3A: Normative documentation / HopmaTtusHas
nokymeHTauma M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KITMEHTA: 81775840

API NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLIVA: 24080086

APl MANUFACTURER NAME / }
HAUMEHOBAHMWE NPOU3BOAUTENS ®APMALEEBTUYECKOU CYECTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPON3BOANTENA ®APMALEEBTUMECKOU CYECTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudukaumm Pe3ynbraThb!

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 oo 1,010 1.008
nnoTHocThb (d 20/20) ’
pH From 5.5t0 6.5/015,5 00 6,5 6.0
Osmolality / OcmonansHOCTb From 270 to 330 mOsmol/ kg /

Ot 270 po 330 mOcmonb/Kr 280 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg £15 %.
Weight / CpeaHsia macca Ao3bl U Uniformity of dose weight: mean dose weight
OOHOPOAHOCTL MaccChl 4O03bI 125 %.

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

weight.

But always < + 35 % from mean dose weight. /
CpepnHas macca aosbl: 45 mr+ 15 %.
OLHOPOAHOCTL MAcChl A03bl: CPeAHAS Macca A03bl
+25 %.

He 6onee 2 ns 10 nos > +25 % oT cpeaHen Macchl
[03bl.

Ho Bceraa <+ 35 % OT cpegHen Macchl [03bl.

Complies / CooTBeTcTBYET

Related Substances / PoactBeHHble

npumecu

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

(npoaykT rmpponusa)

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

Individual unidentified impurity / EauHu4nas Not more than 0.1 %. / He 6onee 0,1 %. <LD

HeuaeHTMOULMPOBaHHAs NPUMECH

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

Assay / KonnyecTBeHHOe onpeaeneHue

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

OkcumeTtasonuHa rugpoxnopua hydrochloride/ Ot 475 go 525 mkr/mn 499 pg/mL
OKCMMETa30mNHa rnapoxnopnaa.

Benzalkonium chloride / BeHsankoHus From 45 to 55 pg/mL of benzalkonium chloride/ OT

xrnopua, 45 po 55 mkr/mn GeH3ankoHUsa xnopuaa 48 yg/mL
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3uBMH® cnpeit HasanbHbIN 003UPOBaHHbIN 22,5 MKkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOf NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: §5025
MANUFACTURE DATE: / DATA U3rOTOBNEHWUA: 01/2025 C.A/ CEPTUDUKAT AHAJIU3A: 451/25
ANALYTICAL PROC. N°: /| NTPOTOKOJ1 AHANU3A Ne: SRAS-9WACU6B.5 EXP./ CPOK rOAHOCTMU: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTtueHas
AokymenTauma M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO MPOAYKTA KITMEHTA: 81775840

API NAME / HAMUMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLMK: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYBECTAHLIUW: 24080086

API MANUFACTURER NAME / }
HAUMEHOBAHWE NPOU3BOAUTENA PAPMALIEBTUMECKOWU CYECTAHLIUWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA PAPMALIEBTUYECKOW CYBCTAHLIMN: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenn Cneundunkauumu Pesynbrarthl
Microbial purity / Mukpo6uonoruyeckas
yucrora
Total aerobic microbial count (TAMC) / Obwee Not more than 10> CFU /ml / <1 CFU/ml
4Yncno aspobHbLIX MUKPOOPraHU3MOB 2
Total combined yeast and molds count He Bonee 10 KO1E/ Mn
(TYMC) / O6Luee 4mcro apoxokesbix 1 Not more than 10° CFU /ml/ <1 CFU / ml
nnecHeBbIX rpubos He Gonee 10 KOE/mn
Pseudomonas aeruginosa Absencein1ml/ OTCYTCTBVIe B 1wMnN Absent / OTCyTCTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTBue B 1 Mn Absent / Otcytcraytor
10ml (at least 143 doses / vial) in class Il Complies / CootsercTayeT
Packags |fVriakoBia 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 dnakoHe) npenapata Bo ¢hnakoH KOPUYHEBOTO
crekna Il rugponutuyeckoro  knacca ¢
AO3UPYIOLLUM YCTPONCTBOM K3 MONWU3TUMNEHa U
HepXaBetoLlel CTanm 1 3alUUTHON Kpbiwwkou. Mo 1
hnakoHy BMECTe C WHCTPYKUMEN MO NPUMEHEHWNIO
B NayKy KapTOHHYI.
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTsetcrayet
COOTBETCTBUA C HOPMaTUBHOMW AOKYMEHTaLMnel.

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

Shelf life / Cpok rogHocTu: 3 years (-1 month) /3 roga (-1 mecsu)
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SOFARIMEX
INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJNTIU3A FOTOBOIO NMPOAYKTA

PRODUCT / IPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3nmBuH® cnpei Ha3anbHbIN 403MPOBaHHbIN 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOA NPOQYKTA: 704534 BATCH Ne / NAPTUA Ne /: 55025
MANUFACTURE DATE: / BATA U3rOTOBIEHUA: 01/2025 C.A/CEPTU®UKAT AHAINU3A: 451/25
ANALYTICAL PROC. N°: / NPOTOKOJT AHAITU3A Ne: SRAS-9WACU6.5 EXP. / CPOK FrOOHOCTMU: 12/2027

ANALYTICAL REFERENCE / PE®OEPEHTHbIA MCTOYHUK METOAOB AHAMNW3A: Normative documentation / Hopmatuenas
aokymenTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOf NPOAYKTA KITMEHTA: 81775840

AP NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMU: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBECTAHLIUU: 24080086
APl MANUFACTURER NAME / B
HAMMEHOBAHWE NMPOU3BOAUTENS ®APMALIEBTUYECKOWN CYBECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOU CYECTAHLIUW: Germany

REMARKS / Npumevauue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpebosaHuam HJ

BATCH REMARKS / MpumeuaHue 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. / [laHHbIM CBUAETEMLCTBYIO, YTO AaHHaA NapTus NpoBepeHa B
COOTBETCTBMM G pa3pelueHMeM Ha MapKeTuHr M EBponeiickMm pyKOBOACTBOM MO Haanexallen npov3BOACTBEHHON
npakTuke Ansi NeKapCTBEHHbLIX NPOAYKTOB.

ANALIST / AHanuTtuk DECISION / 3a|<moqerme W
. . DATE / [lara: 30/07/ %;{%(

Sénia Chainho
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULUO:
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