SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3zuBnH® cnpen HasanbHbIN 403UPOBaHHbIN 22,5 Mkr/go3a Poccua /

ARTICLE CODE / BHYTPEHHUW KOA NMPOOYKTA: 704534 BATCH Ne / [TAPTWUA Ne /: 55564
MANUFACTURE DATE: / AATA U3rOTOBIEHUA: 05/2025 C.A/ CEPTUOUKAT AHAJIN3A: 3054/25
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAINU3A Ne: SRAS-9WACU6.5 EXP./ CPOK FrOOHOCT#: 04/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLI UICTOYHUK METOOOB AHAJIMU3A: Normative documentation / Hopmatusras |
AokymeHTauus 1 N013921/01-290422 |

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NMPOOYKTA KITUEHTA: 81775840

API NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHUMU: Oxymetazoline Hydrochloride

AP! BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYBCTAHLINK: 24090271

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA PAPMALIEBTUMECKOW CYBECTAHLMUWU: Siegfried PharmaChemikalien Minden

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

TESTS SPECIFICATIONS RESULTS
Mokasatenwn Cneuundukauum Pe3ynbTarbl

Transparent or almost transparent, almost colorless
to light yeliow solution. / MpospayHbIiil unu no4Tn
npospayHbiii pacTeop OT noutu GecupeThoro go | Complies / CooTtseTcTayeT
cnabo-xenToro ugeTa.

Description/ OnucaHue

Identity/ MoanuHHoCcTb Retention time of the main peak in the | Complies/ CooTeeTcTByeT
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  yOepxuBaHMS  OCHOBHOMO Muka Ha
XpoOMaTorpamMmme UCMbITyeMOoro pacTBopa LOMKHO
COOTBETCTBOBATL BpeMeHu yAepxUBaHns
OCHOBHOrO N1Ka Ha xpomMaTorpaMme CTaHAapTHOTO
pacTtBopa oKcMeTa3onuHa rmapoxnopuaa,
NONy4eHHON NPU KONIMYECTBEHHOM ONpeaeneHnn.

Retention time of the main peak in the | Complies/ CootBeTcTayeT
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. / Bpems
yAepXuBaHUsi OCHOBHOTO MNKa Ha XpoMaTorpamme
WCMbITYEMOrO pacTBopa AOMKHO COOTBETCTBOBATHL
BPEMEHN YAEpPXUBAHWS OCHOBHOTO NWKa Ha
XpomaTtorpamme CTaHAapTHOro pacTteopa
BGeH3ankoHWa  xmopuaa,  NOAyYeHHOW  npu
KONIMYEeCTBEHHOM OnpeaeneHunm.

Benzalkonium chloride / BeHzankoHus
xnopua

Clarity / Mpo3payHocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuus )
npenapaTa He AorbKkHa MpeBbillaTh onaneclieHumio | Complies / CooTeetcTayer
aTanoHa cpasHeHus |.

Color of solution / LiBeTHocThL pacTBOpa The product should be not more colored than
reference solution Y7. / MNpenapaT gomkeH GbiTb

Complies / CooTBeTcTBYET
oKpalleH He Bonee MHTEHCUBHO, Yem aTarnoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A TOTOBOIO NMPOAYKTA

PRODUCT / TIPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpey Ha3ankbHbI# 403MPOBaHHbIA 22,5 Mkr/po3a Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOA NPOAYKTA: 704534 BATCH Ne / MAPTWUA Ne /: 55564
MANUFACTURE DATE: / OATA U3rOTOBINEHWUA: 05/2025 C.A /| CEPTUGUKAT AHAINMKN3A: 3054/25
ANALYTICAL PROC. N°: / TPOTOKOI AHAJTU3A Ne: SRAS-9WACUG.5 EXP./ CPOK FrOAHOCTW: 04/2028

ANALYTICAL REFERENCE / PEQEPEHTHBIA UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTusHas ;
nokymeHtauus 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWIN KOA NPOAYKTA KNUEHTA: 81775840

APl NAME / HAMMEHOBAHWE ®APMAUEBTUYECKOW CYBCTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUK: 24090271

APl MANUFACTURER NAME / .
HAMMEHOBAHMWE NPOU3BOAUTENSA ®PAPMALEEBTUYECKOU CYECTAHLIMW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOAUTENA ®APMALIEBTUYECKOU CYECTAHLIUUA: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudukaumm PesynbTathl

Relative density (d 20/20) / OTHocuTenbHasi From 1.006 to 1.010/ O1 1,006 go 1,010 1008
nnoTHocTb (d 20/20) '
pH From 5.5t06.5/0155006,5 59
Osmolality / OcmonsanbHocTb From 270 to 330 mOsmol/ kg /

Ot 270 go 330 mOcmonb/kr 280 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg £15 %.
Weight / CpepHas macca posbl 1 Uniformity of dose weight: mean dose weight
OAHOPOAHOCTb Macchl A03bl +25 %.

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

weight.

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

CpegnHsia macca fosbl: 45 mr+ 15 %. Complies / CooTBeTcTBYET

OAHOPORHOCTb MAacChl 403bl: CpeaHAA Macca 403bl

+25%.

He 6onee 2 u3 10 0os > +25 % oT cpegHen maccol

A03bl.

Ho Bcerga <+ 35 % oT cpeaHel Macch! A03bl.

Related Substances / PoacTBeHHble

npumecu

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

(NpoayKT rmgponu3sa)

impurity ZP-1 / Mpumecb ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. 0.1%

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

HenaeHTUULpoBaHHas NpuMech

Total impurities/ Cymma npumecer Not more than 1.2 %. / He Gonee 1,2 %. <LD

Assay / KonnyecTtBeHHOe onpegeneHue

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

OkcumeTasonuHa ruapoxnopus hydrochloride/ OT 475 po 525 mkr/mn 497 ug/mL
OKCUMEeTa30MMHa rMapoxnopuaa.

Benzalkonium chloride / GensankoHus From 45 to 55 ug/mL of benzalkonium chloride/ Ot

xnopug 45 po 55 Mkr/mn BeHsankoHua xnopuaa 50 pg/mL
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A TOTOBOI'O NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpei HazanbHbIA AO03MPOBaHHbLIA 22,5 mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUU KOf NPOAYKTA: 704534 BATCH Ne / MAPTWUA Ne /: 55564
MANUFACTURE DATE: / OATA U3rOTOBINEHWUA: 05/2025 C.A /| CEPTUOUKAT AHATIU3A: 3054/25 :
ANALYTICAL PROC. N°: / MTPOTOKOI AHATTU3A Ne: SRAS-9WACUB.5 EXP./ CPOK FrOOHOCTW: 04/2028 1

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHWK METOOOB AHAIWU3A: Normative documentation / HopmaTusHas |
aokymeHTauus 11 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOL MPOAYKTA KIMUEHTA: 81775840

APl NAME / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLNK: 24090271

APl MANUFACTURER NAME / 3
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWN CYBCTAHUWW: Germany

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneuuncbnkaunmn Pe3synbraTthbl
Microbial purity / Mukpobuonoruyeckas
4yucrtoTa
Total aerobic microbial count (TAMC) / O6wee Not more than 10> CFU /ml / <1 CFU/ml

4Yucno aSpOGHbIX MWKPOOPraHn3moB

2
Total combined yeast and molds count He Bonee 10° KOE/mn

(TYMC) / ObLuee umicno ApoxoKeBbIX U Not more than 10" CFU /ml / <1 CFU/ ml
nnecHesbIX rpubos | He 6onee 10' KOE/mm
Pseudomonas aeruginosa | Absencein 1ml/ OTcytcTBre B 1 MA Absent / Otcytersytor
| Staphylococcus aureus Absence in 1 ml / OtcytcTBue B 1 mMn Absent / OtcyTcTByoT
|
Package / Ynakoska 10ml (at least 143 doses / vi_al) in class. i Complies / CootsertcrayeTt
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 chrakoHe) npenaparta Bo (hnakoH KOPUYHEBOro
ctekna Il rugponuTuyeckoro  kmacca  C
A03UPYIOLLMM YCTPONCTBOM #3 NOAW3TUNAEHA W
HepxxaBseloLLen cTanu 1 3anTHOR kpbilwkoi. Mo 1
drnakoHy BMeCTe C MHCTPYKLUMEA NO APUMEHEHWKIO
B Mayky KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B Complies / CooteetcTsyeT
COOTBETCTBUN C HOPMATUBHON AOKYMEHTALMEN.

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temnepatype He Boiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roaa (-1 mecau)
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A TOTOBOINO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3uenH® cnpe# HasanbHbIA 403UPOBaHHLIA 22,5 mkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHWUI KO, NPOAYKTA: 704534 BATCH Ne / NTAPTUA Ne /: 55564
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 05/2025 C.A/ CEPTU®UKAT AHATTU3A: 3054/25
ANALYTICAL PROC. N° / MPOTOKO AHATINN3A Ne: SRAS-9WACUG.5 EXP./ CPOK TrOOHOCTW: 04/2028

ANALYTICAL REFERENCE / PEOEPEHTHbI UCTOYHUK METOAOB AHAIU3A: Normative documentation / HopmaTusHas
aokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOL, NPOAYKTA KNUEHTA: 81775840

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIMU: Oxymetazoline Hydrochloride

AP1 BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBECTAHLIUW: 24090271

APl MANUFACTURER NAME / .
HAUMMEHOBAHWE NPOW3BOJUTENA ®APMALIEBTUYECKOU CYBECTAHLIMMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOW CYECTAHLIUU: Germany

REMARKS / NMpumevaHue:
The Product conforms to ND/
MpoaykT cooTBeTCcTBYET TpebosaHuam HA

BATCH REMARKS / MpumeyaHue gna 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 cBMAETENLCTBYIO, YTO AaHHas napTus npoBepeHa B
COOTBETCTBUU C paspelleHWeM Ha MapKeTMHr M EBpONErcKuM pyKOBOACTBOM MO Hajnexalleld npou3BOACTBEHHON
npakTuke Ans nekapcTBEHHbLIX NPOAYKTOB.

ANALIST / AHanuTuk DECISION / 3aknioveHue: //‘)éew J
Sonia Chainho DATE / flata: 2 IZ’ /5{/ &ZJ”
Beatriz Sousa QUALIFIED PERSON / OTBeTcTBeHHOE NULO: /
//
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