SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIN3A TOTOBOI'O NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBUH® cnpeil HazanbHbLIW 403MPOBaHHbIN 22,5 mkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHUM KO NMPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45023
MANUFACTURE DATE: / AATA U3FOTOBNEHWUA: 07/2024 C.A/ CEPTUOUKAT AHANU3A: 4159/24
ANALYTICAL PROC. N°: / MIPOTOKON AHAINU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOOHOCTW: 06/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAINU3A: Normative documentation / HopmatueHasi
nokymenTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHU KOO NMPOOYKTA KIUEHTA: 81775840

API NAME /| HAMMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHUMU: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYMECKO! CYECTAHLWU: 23120292

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOWN CYBECTAHLIUW: Siegfried PharmaChemikalien Minden

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

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneundunkauumn PesynbTtathl

Transparent or almost transparent, almost colorless
to light yellow solution. / MpospayHbli unu no4ty
npospaudHbifl pacTeBop OT noyTu GecupetHoro ao | Complies / CootseTcTayeT
cnabo-xenToro upeTa.

Description/ OnnucaHue

Identity/ MoanuHHocTb Retention time of the main peak in the | Complies/ CooTtBeTcTBYeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTaszonuHa rugpoxsopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems ygepxuBaHMs  OCHOBHOrO nwka Ha
XpomaTtorpamMmme MChbITYEMOro pacTBopa AOMKHO
COOTBETCTBOBATL BpEMEHN yaepKUBaHUS
OCHOBHOTO NMKa Ha XxpomaTorpaMmMe CTaHAapTHOro
pacTteopa OKCUMMETa30MMHa ruapoxnopuaa,
NONy4EeHHON NPW KONWYECTBEHHOM OnpeaeneHum.

Retention time of the main peak in the | Complies/ CootseTcTayet
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
yAepKMBAHUSI OCHOBHOMO NKa Ha XxpomaTorpamme
NCNbITYeMOoro pacTeopa JOMKHO COOTBETCTBOBATL
BpEMEHWN YAEPXKMBAHWA OCHOBHOMO MuUKa Ha
XpomaTorpamme CTaHgapTHOro pacTteBopa
feHsankoHus  xnopuaa,  NOMyyeHHoW  npu
KOSNIMYECTBEHHOM OMpeaeneHnn.

Benzalkonium chloride / BeHzankoHus
xnopuag

Clarity / Mpo3pa4HoCcTb The product should be not more opalescent

than reference suspension |. / OnanecueHuust i
npenapaTa He J0IkHa npeBbilaTh onanecueHumo | Complies / Cooteetctayer
3TanoHa cpaeBHeHus |.

Color of solution / LiBeTHOoCTL pacTBopa The product should be not more colored than Complies / CootBeTcTBYET
reference solution Y7. / MNpenapat gonxeH GbITb
OKpaLLeH He Bonee MHTEHCUBHO, YeM 3TanoH Y.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FrOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pug /dose Russia /
Ha3uBuH® cnpei HasanbHbIA 0O3MPOBaHHbLIA 22,5 Mkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHUI KOL NPOAYKTA: 704534 BATCH Ne / NTAPTUA Ne /: 45023
MANUFACTURE DATE: / ATA N3rOTOBNEHUA: 07/2024 C.A/ CEPTU®UKAT AHANU3A: 4159/24
ANALYTICAL PROC. N°: / NPOTOKOI AHAT3A Ne: SRAS-9WACU6.4 EXP./ CPOK TrOQHOCTMW: 06/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAINWU3A: Normative documentation / HopmaTtueHas
AokymeHTauus N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWU KOL NPOAYKTA KITUEHTA: 81775840

API NAME /| HAMMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIMK: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUN: 23120292

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOANTENA ®PAPMALIEBTUMECKOW CYECTAHLIUMW: Siegfried PharmaChemikalien Minden

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

TESTS SPECIFICATIONS RESULTS
Nokazartenu Cneundukauun PesynbTarhl

Relative density (d 20/20) / OTHocuTenbHasn From 1.006 to 1.010/ Ot 1,006 ao 1,010 1,007
nnotHocThb {d 20/20)
pH From55t06.5/0155 1006,5 58
Osmolality / OcmonsinbHoOCTL From 270 to 330 mOsmol/ kg /

Ot 270 po 330 mOcmonb/Kr 285 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %. Complies / CooTBeTcTBYET
Weight / CpeaHsasa macca gosbi U Uniformity of dose weight: mean dose weight
0AHOPOAHOCTL MacChl AO03bI +25%.

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

weight.

But always < + 35 % from mean dose weight. /
CpepgHsia macca fo3bl: 45 mr+ 15 %.
OpHopogHOCTb Macchl 403bl: CpegHsas Macca A03bl
+25 %.

He 6onee 2 n3 10 no3 > £25 % oT cpeaHen macchl
N03bl.

Ho Bceraa <+ 35 % oT cpegHel Mmacckl A03bi.

Related Substances / PoacTtBeHHble

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

(npoaykT rmgponusa)

Impurity ZP-1 / NMpumeck ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. <LD
Individual unidentified impurity / EquHuynas Not more than 0.1 %. / He Gonee 0.1 %. <LD
HengeHTMUUMpOBaHHas NpuUMech
Total impurities/ Cymma npumecel Not more than 1.2 %. / He 6onee 1,2 %. <LD
Assay / KonvyecTBeHHOe onpegeneHue
Oxymetazoline hydrochloride / From 475 to 525 pug/mL of oxymetazoline 497 pg/mL
OkcvmMeTasonuHa ruapoxnopua hydrochloride/ OT 475 go 525 mkr/mn

oKCMMeTa3onuHa rugpoxnopuaa.
Benzalkonium chloride / BeH3ankoHus From 45 to 55 ug/mL of benzalkonium chloride/ Ot 48 ug/mL
xnopug 45 po 55 Mkr/mn 6eH3ankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A FTOTOBOI'O NPOAYKTA

PRODUCT / NPOJYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3neuH® cnpei Ha3anbHbI| 403MPOBaHHbIN 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45023
MANUFACTURE DATE: / DATA U3rOTOBMNEHWA: 07/2024 C.A/ CEPTUDUKAT AHAJTTN3A: 4159/24
ANALYTICAL PROC. N°: / MPOTOKON AHATU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOOHOCTW: 06/2027

ANALYTICAL REFERENCE / PEGEPEHTHbIM UICTOYHUK METOOOB AHAJTU3A: Normative documentation / HopmaTtushasi
ZokymeHnTauumsa 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHU KOA NMPOAYKTA KITMEHTA: 81775840

API NAME / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYBECTAHLUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLNK: 23120292

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYECTAHLWUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOANTENSA ®APMALEEBTUMECKOU CYBCTAHUWUU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukauuun Pe3ynbTaTthi

Microbial purity / Mukpobuonoruuyeckas ) <1 CFU/ml
4yucroTa Not more than 10° CFU /ml/
Total aerobic microbial count (TAMC) / O6wwee He 6onee 10° KOE/mn
4YMCno aspoBHbIX MUKPOOPraHM3mMoB

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

(TYMC) / ObLyee yncro apoXokeBbIx 1

r
nnecHesbIX rpnbos He 6onee 10 KOE/mn

Absent/ OtcyTcTtayloT

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTctBue 8 1 Mn

Staphylococcus aureus Absence in 1 ml / OTcyTcTave 8 1 mMn Absent / OtcyTcTaytoT

Pack y 10mi (at least 143 doses / vial) in class Il Complies / CooTteetcTayeT
ackage / YnakoBska hydrolytic brown glass vial with a metering

polyethylene and stainless steel device and a
protective cap. t vial and a patient information
leaflet in a carton. / Mo 10 mn (He meHee 143 go3
BO dnakoHe) npenapara Bo irakoH KOPUYHEBOTO
ctexta Il rmgponutmdeckoro  knacca
AO3NPYIOWUM YCTPONCTBOM W3 NOMMITUNEHa W
HepXXaBeroLLEen CTanm 1 3aLlUTHOW KpbIlkoi. Mo 1
dnakoHy BMeCTe C UHCTPYKUKEi No NpUMeHeHUIo
B Nayky KApTOHHYIO.

Labeling / Mapkuposka According to Normative documentation. / B EOmpliSsY) Cooneencisyer

COOTBETCTBUN C HOpMaTMBHOVI AOKyMeHTaumen.

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaType He Bbile 25°C.

Shelf life / Cpok roaHocTu: 3 years (-1 month) / 3 roaa (-1 mecsiL)
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTIU3A TOTOBOIO NPOAOYKTA

PRODUCT / NPOAOYKT: Nasivin Metered Nasal Spray 22.5 pug /dose Russia /
Ha3uBuH® cnpeit HazanbHbIN 0O3MPOBaHHbIK 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOQ NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45023
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 07/2024 C.A/ CEPTUOUKAT AHAJIU3A: 4159/24
ANALYTICAL PROC. N°: / TPOTOKON AHAJTIU3A Ne: SRAS-9WACUG.4 EXP. / CPOK FOAHOCTM: 06/2027

ANALYTICAL REFERENCE / PE®QEPEHTHbIN UCTOYHUK METOOOB AHAINU3A: Normative documentation / HopmatusHast
AokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOA NMPOAYKTA KIUEHTA: 81775840

API NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLMM: 23120292

APl MANUFACTURER NAME / j
HAMMEHOBAHUWE NPON3BOANTENA ®APMALIEBTUMECKOWU CYBCTAHLIUWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOONTENA ®APMALEEBTUYECKON CYBCTAHLIUN: Germany

REMARKS / NMpumeyaHue:
The Product conforms to ND/
MpopyKT cooTBeTCTBYET TpeboBanuam H,

BATCH REMARKS / NpumeyaHne ana 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. / [JaHHbiM CBUAETENbCTBYIO, YTO AaHHAas napTua NpoBepeHa B
COOTBETCTBMU C pa3speLueHueM Ha MapKeTUHr 4 EBponeickuM pyKOBOOCTBOM MO Haanexailei npou3BoACTBEHHON
NpaKkTuKe AN NeKkapcTBEHHbLIX NPOAYKTOB.

s / /)
ANALIST / AHanuTuk DECISION / 3aknioueHue: /?' .?N/.,,c/
Sonia Chainho DATE / flara: 0/7 (4’ /Zal 4 f
Beatriz Sousa QUALIFIED PERSON / OrBeTCTBEHHOE NULO:

/
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