SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOIO MPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3usuH® cnpell HasanbHbIN AO3MPOBaHHbLIN 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOA NMPORYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45175
MANUFACTURE DATE: / OATA U3FOTOBNEHUA: 09/2024 C.A/CEPTUO®UKAT AHAJTU3A: 4982/24
ANALYTICAL PROC. N°: / MPOTOKON AHAITU3A Ne: SRAS-9WACU6.4 EXP./ CPOK FrOOQHOCTM: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTtusHas
aokymerTtauus I N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUWA KOA NPORYKTA KNUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYECTAHLIMU: 24010263

API MANUFACTURER NAME / i
HAUMEHOBAHWE NPOU3BOAUTENA ®PAPMALIEBTUYECKOW CYECTAHLUK: Siegfried PharmaChemikalien Minden

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

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneundcdpuxkauyum Pesynbrtathl

Transparent or almost transparent, almost colorless
to light yellow solution. / Mpospayxblii unu noyTn
npo3pauHeIii pacTeop OT noutn GecuseTHoro go | Complies / CooTeetcrayet
cnabo-xenToro useTa.

Description/ OnucaHue

Identity/ MopnuHHOCTL Retention time of the main peak in the | Complies/ CooTBeTcTByeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTtasonuHa ruppoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
BpeMa yOepxuBaHWUS OCHOBHOIO NWKa Ha
Xpomartorpamme UCMbLITYEMOMO pacTeopa JAOMKHO
COOTBETCTBOBATH BpPEeMeHU yaepXveaHus
OCHOBHOTIO NWKa Ha XpomaTorpaMmMe CTaHOapTHOro
pacTtsopa OKCUMETA30MNHa ruapoxrnopuaa,
Mony4YeHHON NpU KONUYECTBEHHOM OnpeaeneHuu.

B Ikoni hloride | B Retention time of the main peak in the Complies / CooTBeTcTBYET
SHFAIRONUMICNICNICE AOCHSAKOHIEA 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
YAEPXUBaAHWA OCHOBHOIO MUKa Ha XxpoMaTorpamme
UCIMbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATH
BpEMEHU YyOepXKuBaHWS OCHOBHOIO nNuka Ha
XpomartorpaMmme CTaHaapTHOro pacteopa
OeHsankoHus  xropuaa,  NONyYEeHHOW  npwu
KONMMYECTBEHHOM ONpeaeneHnm.

Clarity / Npo3payHocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuus )
npenapaTa He [AOMXHa NpesbiluaTh onanecueHumio | Complies / CooteetcTayet
aTanoHa cpaBHeHuA |.

Color of solution / LiBeTHocTL pacTBOpa The product should be not more colored than Complies / CooTtBeTcTBYET
reference solution Y7. / Mpenapat gonxeH 6biTb
okpalueH He 6ornee MHTEHCUBHO, YeMm 3TarnoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOIO NMPOAYKTA

PRODUCT / NTPOAYKT: Nasivin Metered Nasal Spray 22.5 yg /dose Russia/
Ha3nBuH® cnpeil HasanbHbI# 4O3UPOBaHHbLIN 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWW KOQl NPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 45175
MANUFACTURE DATE: / BATA U3rOTOBNEHWA: 09/2024 C.A /| CEPTUOUKAT AHATTU3A: 4982/24
ANALYTICAL PROC. N°: / IPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACU6.4 EXP. / CPOK FrOQHOCTMW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHBIN UCTOYHUK METOAOB AHAIU3A: Normative documentation / HopmatusHas
pokymentauws N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO, MPOAYKTA KITUEHTA: 81775840

AP! NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYECTAHLUV: 24010263

API MANUFACTURER NAME / .
HAUMEHOBAHMWE NMPOU3BOAUTENA ®APMALIEBTUMECKOU CYECTAHLIAW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ }
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYECTAHLMW: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuundmkauum PesynbraThl

Relative density (d 20/20) / OTHOCUTENbHasA From 1.006 to 1.010/ Ot 1,006 no 1,010 1,008
nnotHocTb (d 20/20)
pH From 5.5t06.5/015,5806,5 59
Osmolality / OcMonsiNnbHOCTL From 270 to 330 mOsmol/ kg /

Ot 270 go 330 mOcmonb/kr 276 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg 15 %. Complies / CooTtBeTtcTBYeT
Weight / CpeaHsisa macca no3bl 1 Uniformity of dose weight: mean dose weight
OAHOPOAHOCTE MacChl A03bI +25%.

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

weight.

But always < * 35 % from mean dose weight. /
CpeaHss macca f03bl: 45 mr+15 %.
OHOPOAHOCTb Macchi J03bl: CPEAHAS Macca [03b!
+25%.

He 6onee 2 u3 10 gos > +25 % oT cpegHel macchbl
[o3bl.

Ho Bceraa < +35 % oT cpeaHei maccbl 403bl.

Related Substances / PoactBeHHble

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

(npoayKT ruaponuaa)

Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 %. / He Gonee 0,5 %. <LD
Individual unidentified impurity / EanHuuHas
HeWIEHTUDMLMPOBAHHAS NPUMECk Not more than 0.1 %. / He 6onee 0,1 %. <LD
Total impurities/ Cymma npumeceit Not more than 1.2 %. / He Gonee 1,2 %. <LD
Assay / KonuyecTBeHHOe onpeaeneHve
Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 502 pg/mL
OkcumeTasonuHa rmapoxnopua, hydrochloride/ OT 475 fo 525 mkr/mn

OKCUMETa30M1Ha rMapoxnopraa.
Benzalkonium chloride / BeHsankoHnus From 45 to 55 pg/mL of benzalkonium chloride/ Ot 52 pg/mL
xnopug 45 no 55 mxr/mn 6eHsankoHuA xnopkaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NMPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBnH® cnpei HasanbHbIA 4O03MPOBaHHbLIA 22,5 MKr/go3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOf NPOAOYKTA: 704534 BATCH Ne / NAPTUA Ne /: 45175
MANUFACTURE DATE: / BATA U3TOTOBNEHWA: 09/2024 C.A/CEPTU®UKAT AHAITU3A: 4982/24
ANALYTICAL PROC. N°: / MIPOTOKOJ AHAJTU3A Ne: SRAS-9WACUG6.4 EXP./ CPOK FrOOHOCTM: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOMHUK METOQOB AHAMNWU3A: Normative documentation / HopmatugsHas
nokymerTtaumns N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NMPOAYKTA KIUEHTA: 81775840

API NAME / HAMMEHOBAHUWE ®APMALIEBTUYECKOWN CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYECTAHLIUK: 24010263
APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOOUTENA ®APMALIEBTUMECKOU CYBECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENA PAPMALIEBTUYECKOU CYBCTAHLUU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneundunkauumn PesynbTarbl
Microbial purity / Mukpobuonoruyeckas ) <1 CFU/ ml
yucrorta Not more than 10" CFU /ml/
Total aerobic microbial count (TAMC) / Obwee He 6onee 102 KOE/mn
YKCIO a3pOBHBLIX MUKPOOPraHU3amMos
Total combined yeast and molds count R Bl T R <1 CFU/ml

(TYMC) / Obuiee uicno gpoxoKeBbIX K

a
nnecHeBkIX rpubos He 6onee 10 KOE/mn

Absent / OTcyTcTBylOT

Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteue B 1 mn

Staphylococcus aureus Absence in 1 ml/ OtcyTcTBue B 1 mn Absent / OtcyTtcTBylOT

Pack Yy 10ml (at least 143 doses / vial) in class Il Complies / CooteeTcTayeT
ackage [ ynakoeka 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 o3
BO hnakoHe) npenapaTa Bo pnakoH KOPUYHEBOTO
crekna Il rngponutudeckoro  knacca ¢
JO03MpyOWMM YCTPOWCTBOM M3 NonuatuneHa u
HepXXaseloulen cTanu v 3awuTHOM KpbILwKon. 1o 1
chnakoHy BMECTe C UHCTPYKLMEN NO NPUMEHEHWIO
B NAYKy KapTOHHYI.

: ] . . Complies / CooTseTcTBYET
Labeling / MapkupoBka According to Normative documentation. / B P Y
COOTBETCTBUW C HOPMATUBHOW JOKYMeHTaLuen.

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

Shelf life / Cpok roaHocTu: 3 years (-1 month) /3 ropa (-1 mecsiy)
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO MPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3uBMH® cripeii Ha3aNbHbI 403UMPOBaHHLIA 22,5 MKr/ao03a Poccua /

ARTICLE CODE / BHYTPEHHUI KOJ, NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45175
MANUFACTURE DATE: / DATA U3rOTOBJIEHUA: 09/2024 C.A | CEPTUOUKAT AHATIU3A: 4982/24
ANALYTICAL PROC. N°; / NPOTOKOIT AHANU3A Ne: SRAS-9WACU6.4 EXP. | CPOK FTOQHOCTMW: 08/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOUYHUK METOLOB AHANU3A: Normative documentation / HopmartueHas
poxkymenTauus M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJl NPOAYKTA KIIMEHTA: 81775840
API NAME / HAMMEHOBAHUE ®APMALIEBTUHECKOW CYECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYBECTAHLIMU: 24010263

API MANUFACTURER NAME / .
HAUMEHOBAHME MPOU3BOOUTENS ®APMALIEBTUMECKOW CYBCTAHLIMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALEBTUYECKON CYECTAHLIUMWU: Germany

REMARKS / MNpumeyvaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeGosaHuam HJ

BATCH REMARKS / MpumeyaHue ansi cepun:

Hereby | certify that this iot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / [aHHbiM cBUAETENLCTBYIO, HTO A@HHAsi NapTus nposepeéHa B
COOTBETCTBUM C paspelleHnemM Ha MapkeTuHr u EBponeickuM pyKOBOACTBOM MO Hajsnexalled NpOU3BOACTBEHHOMN

npakTvke AN NekapcTBEHHbIX NPOAYKTOB. /
> /1
ANALIST / AHanuTuk DECISION / 3aknioueHue: /{/(}Q-Zm‘/jcﬁ_
Debora Almeida DATE / Rara: /6' / ja/ éi..zj
M. Ines Ribeiro QUALIFIED PERSON / OTBeTcTBeHHOE nuuo:

/
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