SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A TOTOBOIO NMPOAOYKTA

PRODUCT / MPOAOYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3uBuH® cnpe#t HasanbHbIW O3UPOBaHHbIN 22,5 MKr/go3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOR NMPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45195
MANUFACTURE DATE: / BATA U3TOTOBJIEHUA: 09/2024 C.A/ CEPTU®UKAT AHATIN3A: 5254/24
ANALYTICAL PROC. N°: / MPOTOKOIN AHATU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOAHOCTMW: 08/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOOB AHAJMU3A: Normative documentation / HopmaTusHas
AokymeHTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL, NPOOYKTA KITUEHTA: 81775840

AP| NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIUK: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLUU: 24010263

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®PAPMALIEBTUMECKOW CYBCTAHLIUWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOWU CYECTAHLUWU: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuyudukaumm Pesynbrathl

Relative density (d 20/20) / OTHocuTenLHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1,008
nnoTHocTb (d 20/20)
pH From55t06.5/07155006,5 59
Osmolality / OcmonsinbHOCTb From 270 to 330 mOsmol/ kg /

Ot 270 po 330 mOcmonb/kr 275 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %. Complies / CooTBeTCTBYET
Weight / CpeaHsin macca no3bl u Uniformity of dose weight: mean dose weight
OOHOPOAHOCTL MAcChl 403k +25 %.

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

weight.

But always < + 35 % from mean dose weight. /
CpepHsia macca ao3bl: 45 Mr+ 15 %.
OAHOPOOHOCTL MacChl 403bl: CpedHss macca A03bl
+25%.

He 6onee 2 ns 10 go3s > +25 % oT cpeaHen maccol
003bl.

Ho Bceraa <+ 35 % oT cpegHeli Macchi 403bl.

Related Substances / PogcTBeHHbIe
npumecu

Impurity A (Hydrolysis product) / Npumecs A
(npoaykT rmaponusa)

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

Not more than 0.5 %. / He 6onee 0,5 %. <LD

Individual unidentified impurity / EauHnynas

0,
HEWEHTUMLMPOBAHHAS! NPUMECH Not more than 0.1 %. / He 6onee 0,1 %. <LD
Total impurities/ Cymma npumeceit Not more than 1.2 %. / He 6onee 1,2 %. <LD
Assay / KonuuecTtBeHHOe onpegeneHue
Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 498 pg/mL
OkcumeTasonuHa rmapoxnopug, hydrochloride/ OT 475 no 525 mkr/mn

OKCUMEeTas3onvHa ruapoxnopuaa.

Benzalkonium chloride / BeHaankoHua From 45 to 55 ug/mL of benzalkonium chloride/ Ot 47 ug/mL
xnopua 45 no 55 mkr/mn BeH3ankoHus xnopuga
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAITU3A FOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3unBuH® cnpe# HasanbHbIA R03UMPOBaHHbIN 22,5 MKr/go3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOL NPOAYKTA: 704534 BATCH Ne / NTAPTUA Ne /: 45195
MANUFACTURE DATE: / ATA U3rOTOBINEHUA: 09/2024 C.A / CEPTUDUKAT AHATU3A: 5254/24
ANALYTICAL PROC. N°: / MTPOTOKON AHATU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOOHOCTMW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOAOB AHAIWU3A: Normative documentation / HopmaTtusHas
pokymeHTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOZ} NPOAYKTA KITMEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYBCTAHLIUW: 24010263

APl MANUFACTURER NAME / 5
HAUMEHOBAHME NPOU3BOAUTENA PAPMALEBTUYECKOWN CYECTAHLUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALUEBTUYECKOU CYBCTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
Mokazartenu Cneuudukanum PezynbTarbl

Transparent or almost transparent, almost colorless
to light yellow solution. / NpospayHbIl AN NOYTK
Npo3payHbiii pacTeop oT noutw GecusetHoro ao | Complies/ CooTeetcTayeT
cnabo-xenToro Lseta.

Description/ Onucanue

Identity/ MoanurHoOCTL Retention time of the main peak in the Complies / CooTBeTcTBYET
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTaszonuHa rugpoxnopun with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi yaepXuBaHWUSi OCHOBHOFO NWKa Ha
XpomaTtorpamme MUCMbITYEMOrO pacTsopa LOMKHO
COOTBETCTBOBATL BpEMEHU yoepXuBaHus
OCHOBHOIO NUKa Ha XxpomMaTtorpaMme CTaHAapTHOro
pacTtBopa OKCUMeTa3onuHa ruapoxnopuaa,
Nosy4eHHOW NPV KONMYECTBEHHOM OrnpeaeneHnm.

Retention time of the main peak in the | Complies/ CooTBeTcTBYET
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
YAEPXKVWBaHUSi OCHOBHOTO MUKa Ha XpomaTorpamme
MCMbITYEMOro pacTsopa AOMKHO COOTBETCTBOBaTb
BpEMEHW YOEPXUBAHUSI OCHOBHOMO MuUKa Ha
Xpomarorpamme cTaHaapTHoro pacTBopa
OeHsankoHusa  xnopuga,  NOMyYeHHOW  npu
KONM4ECTBEHHOM onpeAeneHun.

Benzalkonium chloride / BeH3ankoHus
xriopua

Clarity / NpospayHocTb The product should be not more opalescent

than reference suspension I. / OnanecueHuus
npenapara He AoMxXHa npesbilaTh onanecueHumio | Complies / CooTaeTcTayeT
3aTanoHa cpaBHeHus |.

Color of solution / LiBeTHocTb pacTBOpa The product should be not more colored than Complies / CootBeTcTByeT
reference solution Y7. / MNpenapat gonxeH 6biTb
oKpalleH He Bornee MHTEHCUBHO, YeM 3TanoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A TOTOBOI'O NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /

HazueuH® cnpe# HazanbHLIA 4O03MPOBaHHbIA 22,5 Mkr/po3a Poccus /

ARTICLE CODE / BHYTPEHHUI KOL, NMPOAYKTA: 704534

BATCH Ne / MAPTUA Ne /: 45195

MANUFACTURE DATE: / JATA U3rOTOBNEHWUA: 09/2024

C.A /| CEPTUOUKAT AHAJIN3A: 5254/24

ANALYTICAL PROC. N°: / NPOTOKOIM AHAINU3A Ne: SRAS-9WACUG6.4

EXP./ CPOK FrOOHOCTW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIA UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTtusnas

AokymeHnTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOLQ NPOAYKTA KIUEHTA: 81775840

APl NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOW CYBCTAHLINW: 24010263

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAMUTENS ®APMALIEBTUMECKOW CYECTAHLIMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOOMTENA ®APMALEBTUYECKOW CYECTAHLUWUKU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundukauum PesynbTtaThbl
Microbial purity / Mukpo6nonoruueckas ) <1 CFU/ml
yucroTta Not more than 10 CFU /ml /
Total aerobic microbial count (TAMC) / Obwiee He 6onee 10> KOE/Mn
4YNCNOo a3poBHbIX MUKPOOPraHN3MoB
<1 CFU/ml

Total combined yeast and molds count
(TYMC)/ ObLuee yncno apojckeBbIX 1
rnecHesbIX rpnbos

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 10' CFU /ml /
He bonee 101 KOE/mn

Absence in 1 ml/ OtcytctBue B 1 Mn

Absence in 1 ml/ OtcyTtcTeve 8 1 Mn

Absent / OtcyTcTBylOT

Absent / OTcyTtcTBYIOT

Package / YnakoBka

10ml (at least 143 doses / vial) in class lll
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 chrnakoHe) npenapaTa Bo f1akoH KOPUYHEBOTO
crekna |l rugponuTUYeckoro  knacca C
[03MPYIOLWMM YCTPONCTBOM W3 MONUITANEHA U
HEP>KaBEeIoLLEN CTanw 1 3aLMTHOM KpbiwkoWn. Mo 1
dnakoHy BMECTe C UHCTPYKLMEN NO NPUMEHEHWNIO
B NAYKY KAPTOHHYIO.

Complies / CootseTcTayeT

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUW C HOPMATWMBHOW JAOKYMEHTaLmen.

Complies / CooTseTcTByer

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

Shelf life / Cpok roanocTu: 3 years (-1 month) / 3 roaa (-1 mecsi)
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBvH® cnpeil Ha3anbHbIW AO3MpPOBaHHbIK 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWI KOZ NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45195
MANUFACTURE DATE: / JATA U3rOTOBNEHWA: 09/2024 C.A /| CEPTUDUKAT AHATIU3A: 5254/24
ANALYTICAL PROC. N°: / TPOTOKON AHAJTTU3A Ne: SRAS-9WACUG.4 EXP. / CPOK FOOHOCTW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOUYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTusHas
DokymeHTauus M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ MPOAYKTA KITUEHTA: 81775840

APl NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMMU: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOM CYECTAHLIUW: 24010263

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUYECKOMN CYBCTAHLMMU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPON3BOOMUTENS ®APMALEBTUYECKOW CYECTAHLMUU: Germany

REMARKS / NpumeyvaHue:
The Product conforms to ND/
MpoaykT cooTBeTcTBYET TPeboBaHUAM HI

BATCH REMARKS / NpumeuaHue ans cepum:

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 cBUAETEnbLCTBYIO, YTO AAHHAA MapTUS NPOBEpPEHa B
COOTBETCTBUU C paspelleHWemM Ha MapkeTuHr u EBponeiickuM pyKOBOACTBOM MO Haanexalieil npou3BOACTBEHHOMW

npakTuke 4na nekapCrBeHHbIX NPOAYKTOB.
4

¥ .
ANALIST / AHanuTuk DECISION / 3aknioueHue: ﬁﬁv Je A
Sénia Chainho DATE/fara:  J)q {l O(?o j\(:lo &4\‘0

M. Ines Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NULO:
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