SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpew HasanbHbIA 4O03MPOBaHHbIA 22,5 mkr/go3sa Poccus /

ARTICLE CODE / BHYTPEHHWW KOQ NPORYKTA: 704534 BATCH Ne / MAPTWUSA Ne /: 55285
MANUFACTURE DATE: / JATA U3FOTOBAEHUA: 03/2025 C.A / CEPTU®UKAT AHAJN3A: 1558/25
ANALYTICAL PROC. N°: / NPOTOKON AHAJIU3A Ne: SRAS-9WACU6.5 EXP./ CPOK rOAHOCTW: 02/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOOAOB AHANWU3A: Normative documentation / HopmaTusHas
AokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOf NPOAYKTA KNUEHTA: 81775840

API NAME / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIUW: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLINW: 24090271

APl MANUFACTURER NAME / 5
HAUMEHOBAHUWE NPOU3BOOUTENA ®PAPMALIEBTUMECKOW CYBCTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE APt/ .
CTPAHA NPON3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLMWKN: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundukauum PesynbTrathl

Transparent or almost transparent, almost colorless
to light yellow solution. / Npospa4Hblin UNK NO4TA
Npo3payHbIit pacTeop oT noutn GecupeTtHoro ao | Complies / CooteeTcTByeT
cnabo-xenToro LpeTa.

Description/ OnucaHue

Identity/ MognuHHoCcTL Retention time of the main peak in the | Complies/ CooTBeTtcrByeT
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. /
Bpems yaepkuBaHUMA  OCHOBHOTO NWka Ha
XpomMaTorpaMmMe UCMbITYEMOrO pacTBopa AOMKHO
COOTBETCTBOBATL BpEMEHM yaepXuBaHus
OCHOBHOTO NKa Ha XpomaTtorpamme cCTaHAapTHOro
pacTeopa oKCUMEeTa3onuHa ruapoxnopuaa,
Nony4yeHHo) NPU KONMYECTBEHHOM ONpPeaeneHn.

Retention time of the main peak in the | Complies/ CooTtBetcTBYET
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. / Bpewms
YAEPXKUBAHNS OCHOBHOIO MWKa Ha XpomaTtorpaMmme
UCNbITYEMOro pacTeopa JOMKHO COOTBETCTBOBATbL
BPEMEHW YAEpXWBaHUS OCHOBHOIO NWKa Ha
xpomarorpamme cTaH4apTHOro pacTtsopa
OeH3ankoHWa  xnopuaa,  NOMyYeHHOW  npw
KONMYECTBEHHOM OnpeJeneHuu.

Benzalkonium chloride / BeH3zankoHus
xnopwa

Clarity / Mpo3spa4HocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuws .
npenapara He 4oMKHa npeBbIlwaTh onanecueHumio | Complies / CooTsetcTayet
3TanoHa cpaBHeHWS |.

Color of solution / LiBeTHOCTL pacTBOpa The product should be not more colored than
reference solution Y7. / MNpenapat pomxeH 6biTb

Complies / CooTeeTtcTBYET
OKpallieH He Bonee MHTEHCUBHO, YeM aTasloH Y7.
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SOFARIMEX

[NDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANN3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpeit HazanbHbiW 0O3WPOBaHHbLIA 22,5 MKr/go3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOA MPOAYKTA: 704534 BATCH Ne / NTAPTUA Ne /: 55285
MANUFACTURE DATE: / JATA N3rOTOBNEHUA: 03/2025 C.A/ CEPTU®UKAT AHAINU3A: 1558/25
ANALYTICAL PROC. N°: / NIPOTOKON AHANU3A Ne: SRAS-9WACUG.5 EXP./ CPOK FrOAHOCTM: 02/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTuenas
pokymeHTauus 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL MPOAYKTA KIMUEHTA: 81775840

APl NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLIMMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIMU: 24090271

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUMECKOWU CYBCTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOOUTENA ®APMALIEBTUMECKOU CYBCTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTenu Cneundurkauum Pe3ynbTraTthbl

Relative density (d 20/20) / OTHocuTenbHast From 1.006 to 1.010/ O1 1,006 ao 1,010 1.008
nnoTHocTh (d 20/20) i
pH From5.5t06.5/015,5006,5 59
Osmolality / OcmonsinsHocTb From 270 to 330 mOsmol/ kg /

Ot 270 ao 330 mOcmonb/kr 286 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight; 45 mg +15 %.
Weight / Cpeausia macca 0o3bi U Uniformity of dose weight: mean dose weight
OAHOPOAHOCTb Macchl A03bi +25%.

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

weight.

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

CpegHsist macca fosbl: 45 mr+ 15 %. Complies / CooTBeTcTByeT

OpHOpPOAHOCTL MacChl A03bl: CPEAHSAA Macca J03bl

+25%.

He 6onee 2 u3 10 nos > +25 % ot cpegHen maccbl

0o3bl.

Ho Bceraa <+ 35 % oT cpegHel macchl 403bl.

Related Substances / PogcTBeHHbIe

npumecu

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

(NpoaykT ruaponusa)

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

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

HenaeHTUdULMpOBaHHas NpyMech

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

Assay / KonnyectBeHHoe onpeaeneHue

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

OxkcumeTasonuHa rugpoxnopug, hydrochloride/ OT 475 po 525 mkr/mn 503 pg/mL
oKcMMETa3onuHa rnapoxnopuaa.

Benzalkonium chloride / BeH3ankoHUa From 45 10 bb Ug/mL or behzaikonium chiorige/ UT

xnopug, 45 po 55 mkr/mn BeH3ankoHus xnopuaa 49 pg/mL
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SOFARIMEX

INDUSTRIA QUINICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia/
Ha3uBuH® cnpeif Ha3zanbHbIK A03UPOBaHHbIW 22,5 MKkr/ao3a Poccua /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 55285
MANUFACTURE DATE: / QATA U3TOTOBNEHUA: 03/2025 C.A/ CEPTU®UKAT AHAINN3A: 1558/25
ANALYTICAL PROC. N°:/ IPOTOKOIT AHAJIU3A Ne: SRAS-9WACU6.5 EXP./CPOK rOOQHOCTMW: 02/2028

ANALYTICAL REFERENCE / PE®EPEHTHBIN UICTOMHUK METOOOB AHAIU3A: Normative documentation / HopmaTtnshas
AokymeHTauws 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO MPOAYKTA KNUEHTA: 81775840

API NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

AP1 BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLIUK: 24090271

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPON3BOOUTENA ®PAPMALIEBTUMECKOW CYBCTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAWUTENA ®APMALIEBTUMECKOU CYBCTAHLUWWN: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenm Cneuudukaumm PesynbTtathl

Microbial purity / Mukpo6uonoruueckas
yncrtoTa

Total aerobic microbial count (TAMC) / O6wee Not more than 102 CFU /ml / <1 CFU/ml
4YUCNO a3POBHBLIX MUKPOOPraHU3IMOB 2

Total combined yeast and molds count He Gonee 10" KOE/mn

(TYMC) / OBiee YMCno ApoXoKeBbIX 1 Not more than 10' CFU /ml / <1 CFU/ ml

nnecHesbIX rpubos He 6onee 10' KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTave 8 1 mn Absent / OtcyTcteytoT

Staphylococcus aureus Absence in 1 ml/ OTcytcTBne B 1 Mn Absent / OtcytcTsyior

Package / Ynakoska 10m!| (at least 143 doses / vial) in class llI Complies / CooTeTctayeT
g 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 meree 143 o3
BO bNakoHe) npenapara BO (priakoH KOPUYHEBOTO
crekna I rmgponuTuyeckoro  kmacca C
AO3VpYIOWMM YCTPOWNCTBOM W3 MNOMMITWNEHa u
HepaBeroLLei cTany 1 3auTHON Kpbiwkou. Mo 1
nakoHy BMeCTe C MHCTPYKLMENR NO NPUMEHEHMIO
B Nayky KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTsetctByeT
COOTBETCTBMU C HOPMATUBHOW AOKYMEHTaLMUEN.

Storage / XpaHeHue: At temperature below 25°C. / MNMpu TemnepaTtype He Bbiwe 25°C.

Shelf lifa / Cpok roaHacTu: 3 years (-1 manth) /3 roga (-1 mecsu)
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHANMN3A TOTOBOIO NMPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3ueuH® cnpei HasanbHbIW 403UPOBaHHbLIA 22,5 Mkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHWU/ KOQ MPOAOYKTA: 704534 BATCH Ne / NTAPTUA Ne /: 55285
MANUFACTURE DATE: / DATA U3IFOTOBJIEHUA: 03/2025 C.A /| CEPTUOUKAT AHAINU3A: 1558/25
ANALYTICAL PROC. N° / NTPOTOKON AHAJTU3A Ne: SRAS-9WACU6.5 EXP./ CPOK FrOAHOCTW: 02/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAIMU3A: Normative documentation / HopmatusHas
AokymeHTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ MPORYKTA KIUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOUW CYECTAHLWM: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLINN: 24090271

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ B
CTPAHA NPON3BOOUTENA ®APMALIEBTUMECKOWU CYBCTAHLINW: Germany

REMARKS / lpumeyvaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTRYET TPEeboBaHuam HI,

BATCH REMARKS / NMpumeyaHue ans cepuu: 5 /“

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 CBMAETENLCTBYIO, YTO AaHHASA NapTusi NPOBEpeHa B
COOTBETCTBUM C pa3pelleHMEM Ha MapkeTMHr M EBponeickuM pyKOBOACTBOM MO Hajnexalieil npov3BoACTBEHHON
npakTuke Ans NekapcTBEHHbIX MPOAYKTOB. 2

Vi
ANALIST / AHanuTuk DECISION / 3aknitoueHue: 4{/4:‘20-/,:(1
Sonia Chainho DATE / flata: Z¢ /“9/24’ és /
M. Ines Ribeiro QUALIFIED PERSON / OTBEeTCTBEHHOE NULO: / )
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