SOFARIMEX

INOUSTRIA 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/
Ha3uBuH® cnpei HasanbHbIW AO3UPOBaHHbIN 22,5 Mkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHUI KOR NMPOAYKTA: 704534 BATCH Ne / MAPTUSA Ne /:45553
MANUFACTURE DATE: / DATA U3rOTOBNERWUA: 12/2024 C.A /| CEPTU®UKAT AHAINMU3A: 6316/24
ANALYTICAL PROC. N°: / MPOTOKOJT AHATNIU3A Ne: SRAS-9WACUG6.4 EXP./ CPOK TOAQHOCTW: 11/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHWUK METOQOB AHAINW3A: Normative documentation / HopmatveHas
pokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOl NPOAYKTA KIUEHTA: 81775840

API NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIUK: 24010263 ; 24080086

APl MANUFACTURER NAME / .
HAMMEHOBAHME NPOU3BOANUTENA ®APMALIEEBTUYECKOU CYBCTAHLIUMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOM CYBCTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundukaummn PesynbTtaTthl

Transparent or almost transparent, almost colorless
to light yellow solution. / Npo3pay4Hbin MNK NoYTk
NpoapauHblil pacTeop oT nout GecusetHoro go | Complies / CooTBeTcTBYET
cnabo-XenToro usera.

Description/ Onucanue

Identity/ MognuHHoCTL Retention time of the main peak in the | Complies/ CooTteeTcTayeT
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. /
Bpemsi ygepxuBaHWst OCHOBHOrO nNuKa Ha
XpomaTorpamMme MCrbITYEMOro pacTBopa AOMMKHO
COOTBETCTBOBATL BpemMeHu YAEPXKUBaHUS
OCHOBHOIO N1Ka Ha XpoMaTorpamme CTaH4apTHOro
pacTBopa OKCUMETas30mnunHa rMApOXnopuaa,
Mony4eHHON NPY KOMWYECTBEHHOM OnpeAeneHn.

B Ikoni hlorid Retention time of the main peak in the | Complies/ CooTBetcrayeT
enzalkonium chioride / Bensankonus chromatogram of the test solution should comply
xnopua with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
yAEepX1BaHUS OCHOBHOIO NKKa Ha XpomaTorpamme
UCMbITYeMOro pactBopa AOMKHO COOTBETCTBOBATb
BPEMEHN YAEPXUBAHWUS OCHOBHOIO TMUKa Ha
XpomMaTtorpamme CTaHnapTHOro pacTeopa
BGeH3ankoHns  xnopwaa,  NOJlyYeHHOW  npu
KONIM4ECTBEHHOM onpeAereHun.

Clarity / MpospayHocTb The product should be not more opalescent

than reference suspension I. / Onanecuesuus
npenapaTa He JOMKHa NpeBbIaTh onanecueHUuIo
aTanoHa cpasHeHus |.

Complies / CooTBeTtcTByeT

Color of solution / LiBeTHOCTL pacTBOpa The product should be not more colored than Complies / CooTtBeTcTBYET
reference solution Y7. / MNMpenapat gomkeH 6biTh
okpalueH He Gonee UHTEHCUBHO, YEM STamNoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia/
Ha3uBuH® cnpei HasanbHbLIA 4O3UPOBaHHbIN 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUWA KO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /:45553
MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 12/2024 C.A | CEPTU®UKAT AHAJIU3A: 6316/24
ANALYTICAL PROC. N°: / TPOTOKOIT AHAMKU3A Ne: SRAS-9WACU6.4 EXP./ CPOK FrOOQHOCTW: 11/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA MCTOYHUK METOOOB AHAIMU3A: Normative documentation / HopmatusHas
poxymeHTauma I N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KIIMEHTA: 81775840

API NAME /| HAUMEHOBAHWE ®APMALIEBTUMECKOW CYBCTAHLIMN: Oxymetazoline Hydrochloride

AP1 BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIMU: 24010263 ; 24080086

APl MANUFACTURER NAME / .
HAUMEHOBAHMUE NPOU3BOOUTENSA ®APMALIEBTUYECKOW CYBCTAHLIMW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOW3BOAUTENA ®APMALEEBTUYECKOWN CYBCTAHLIMW: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneundunkaumn Pe3ynbTaThl

Relative density (d 20/20) / OTHocuTenLHas From 1.006 to 1.010/ O1 1,006 go 1,010 1,007
nnoTHocTb (d 20/20)
pH From5.5t06.5/0755p006,5 59
Osmolality / OcmonsanbHOCTb From 270 to 330 mOsmol/ kg /

OT 270 go 330 MOCMOmB/KF 282 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg 15 %. Complies / CooTBeTcTByeET
Weight / CpegHsis Macca [o3kI U Uniformity of dose weight: mean dose weight
OAHOPOAHOCTL MacChl A03bl +25 %.

Max. 2 from 10 doses >x25% from mean dose

weight.

But always < + 35 % from mean dose weight. /
CpenHsis macca Ao3bl: 45 Mr+ 15 %.
OAHOPOAHOCTL MACChl A03bl: CPEAHAA Macca A03b!
+25%.

He 6ornee 2 13 10 0o3 > +25 % OT cpegHen macchl
003bl.

Ho Bceraa <+ 35 % OT cpeaHet macchl A03bl.

Related Substances / PoacTBeHHbIe

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

(MpoayxT rmaponusa)

Impurity ZP-1 / NMpumecs ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. <LD
Individual unidentified impurity / EanHnyHasn
HEMIEHTUCHMUMPOBAHHAS NPUMECH Not more than 0.1 %. / He 6onee 0,1 %. <LD
Total impurities/ Cymma npumecen Not more than 1.2 %. / He 6onee 1,2 %. <LD
Assay /| KonuyecTBeHHOe onpeaenexHue
Oxymetazoline hydrochloride / From 475 to 525 ug/mL of oxymetazoline 504 pg/mL
OkcumeTasonuHa rugpoxnopus hydrochloride/ Ot 475 ao 525 mkr/mn

OKCMMETA30MMHa IMapoxnopuaa.
Benzalkonium chloride / BeHaankoHus From 45 to 55 pg/mL of benzalkonium chloride/ Ot 48 pg/mL
xnopug 45 po 55 mxr/mn 6eH3ankoHusa xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOI'O NMPOAYKTA

PRODUCT / NTPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3neBuH® cnpeil HasanbHbIl 4O3MPOBaHHbINK 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUI KOL NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /:45553
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 12/2024 C.A /| CEPTUOUKAT AHAJTU3A: 6316/24
ANALYTICAL PROC. N°: / TIPOTOKON AHAITU3A Ne: SRAS-SWACU6.4 EXP./ CPOK TOAHOCTW: 11/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAJIIU3A: Normative documentation / HopmaTusHas
AokymenTauwms N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUWN KOL, NPOAYKTA KIMMUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUHECKOW CYBCTAHLIUW: 24010263 ; 24080086

API MANUFACTURER NAME / .
HAMMEHOBAHME NMPOU3BOAUTENA ®APMALEEBTUYECKOU CYECTAHLIUMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / j
CTPAHA MPON3BOAUTENA ®PAPMALIEBTUMECKOU CYBCTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
Moka3aTtenu Cneuudonkauumn Pe3ynbTaTthl

Microbial purity / Mukpo6uonoruveckas ) <1 CFU/ml
yucrora Not more than 10" CFU /ml/
Total aerobic microbial count (TAMC) / O6wwee He 6onee 10° KOE/Mn
YKUCNo a3pobHbIX MUKPOOPraHU3MOB

) <1 CFU/ml
Total combined yeast and molds count Not more than 10" CFU /ml /

(TYMC)/ OBLuee 4iCno APOHOKEBbIX U

1
nriecHeBbIX rpubos He 6onee 10 KOE/mn

Absent / OtcyTcTByIOT

Pseudomonas aeruginosa Absence in 1 ml/ Otcytctene B 1 Mn

Staphylococcus aureus Absence in 1 ml/ OtcyTcTeue B 1 Mn Absent / OTcyTCTBYIOT

Pack 1y 10ml (at least 143 doses / vial) in class lll Complies / CooTsetctayer
ackage / 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 nos
B0 chnakoHe) npenaparta Bo (hNakoH KOPUYHEBOro
crekna Il ruaponuTuyeckoro knacca C
OO3MPYIOLLMM YCTPOUCTBOM W3 MOMU3TUNEHA 1
HepXXaBewLeit CTanu 1 3alUTHON KpbIwko. Mo 1
cbnakoHy BMECTE C MHCTPYKUMER NO NPUMEHERNIO
B NMayKy KapTOHHYIO.

. . . Complies / Cootsevcteyer
Labeling / MapkupoBka According to Normative documentation. / B 2 4
COOTBETCTBUW C HOPMATUBHOWM AOKYMEHTaLuen.

Storage / XpaHeHue: At temperature below 25°C. / Ipu TemnepaType He Bbiwe 25°C.

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

INDUSTRIA QUINMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINN3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® crnipeii Ha3aNbHbI# 4O3UPOBaHHbIK 22,5 Mkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHWUWA KO NPOAYKTA: 704534 BATCH Ne / NAPTUSA Ne /:45553
MANUFACTURE DATE: / OATA U3rTOTOBJEHUA: 12/2024 C.A /| CEPTUOUKAT AHAJIU3A: 6316/24
ANALYTICAL PROC. N° / MPOTOKON AHAJTU3A Ne: SRAS-OWACUG.4 EXP. / CPOK FOQHOCTMW: 11/2027

ANALYTICAL REFERENCE / PE®EPEHTHBI NCTOYHUK METOAOB AHANU3A: Normative documentation / HopmatueHas
pokymenTauma M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NPOAYKTA KIMMEHTA: 81775840

AP| NAME / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYECTAHLIUM: 24010263 ; 24080086

APl MANUFACTURER NAME / :
HAWMEHOBAHME NPOU3BOAUTENS ®APMALIEBTUYECKOWN CYBECTAHUMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOWUTENA ®APMALIEBTUMECKOU CYBCTAHUWW: Germany

REMARKS / NpumeyaHwme:
The Product conforms to ND/
MpogyxT cooTeTCTBYET TPeboBaHusm Hl

BATCH REMARKS / lNpumeyvaHue AnAa 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. / JaHHeiM cBuaeTenbcTBylo, YTO AaHHas NapTus nNpoeepeHa B
COOTBETCTBMU C pa3pelleHNeM Ha MapKeTUHr u EBpPONeicKUM pPYKOBOACTBOM MO Haanexalien npou3BOACTBEHHON
npakTuke AnA NeKapcTBEHHbLIX NPOAYKTOB.

? 4/
ANALIST / Aranutuk DECISION / 3aknio4yeHue: ﬁ/ o/ q,_./
Debora Almeida DATEIRaTa: 23 /1) /707 4
M. Ines Ribeiro QUALIFIED PERSON / OreeTcTBEHHOE NULO:
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