SOFARTMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMU3A TOTOBOIO NPOOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3suBuH® cnpen HasanbHbIW 403UpoBaHHbLIA 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUM KO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 31508
MANUFACTURE DATE: / JATA U3FOTOBMNEHUA: 11/2023 C.A/CEPTUOUKAT AHAJIN3A: 6535/23
ANALYTICAL PROC. N°: / MTPOTOKOIT AHATNM3A No: SRAS-O9WACU6.4 EXP./CPOK rOQHOCTMU: 11/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHUK METOJOB AHANW3A: Normative documentation / HopmaTtuehas
AokymeHTauma M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KO[ NPOAYKTA KNUEHTA: 81775840

API NAME / HAUMEHOBAHUWE ®APMALIEBTUYECKOW CYBECTAHUMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUWN ®APMALUEBTUYECKOW CYBCTAHLNK: 23080121

API MANUFACTURER NAME / .
HAWMEHOBAHUWE MPOW3BOAUTENA ®APMALIEBTUYMECKOM CYECTAHLMMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA PAPMALIEBTUYMECKOW CYECTAHLMU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenwu Cneuudbmkaumm PesyneTrarthbl

Transparent or almost transparent, almost colorless
to light yellow solution. / Npozpaynslit unu nouTw
npo3payHblil pacTeop oT nouth GecupetHoro go | Complies/ CooteeTcTByeT
cnabo-xenToro LBeTa.

Description/ Onucanue

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema yOepxkuBaHWA  OCHOBHOrO nNWKa Ha
XpOMaTorpaMme UCbITYeMOro pacTeopa JOMKHO
COOTBETCTBOBATL BPEMEHU yaepxuBaHus
OCHOBHOTO MUKa Ha XpoMaTtorpaMmMe CTaHgapTHOro
pacTeopa OKCHMMEeTasonuHa rmapoxnopuaa,
NONYYEHHO NPW KONMYECTBEHHOM ONpeaeneHuu.

B — hloride / B Retention time of the main peak in the | Complies/Cootsercrayer
xﬁg;ﬁnomumc SHCRSheHsRRkAHAR 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
YAEPXKUBAHWS OCHOBHOrO NWKa Ha Xpomarorpamme
UCMLITYEMOro pacTsopa A0MKHO COOTBETCTRBOBATL
BPEMEHWU YyAEepMWBaAHWA OCHOBHOMO nNWKa Ha
Xxpomartorpamme cTaHaapTHOro pacTteopa
OeHzankoHus xnopwvaa, NOsy4YeHHo npu
KONUYeCTBEHHOM onpeeneHuu.

Clarity / MpospayHocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuus
nNpenapata He [OMKHA NpeBbiluaTh onanecueHumio | Complies / CooTeeTcTayeT
aTanoHa cpaeHexus |,

Color of solution / LiseTHocTk pacTBopa The product should be not more colered than Complies / CooTBeTtcTeyeT
reference solution Y7. / MNpenapat gomkeHn GbiTh
OKpalleH He Bonee MHTEHCKBHO, Yem 3TanoH Y7.
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SOFARIMEX
INDUSTRIA QUIMICA E FARRACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 Mg fdose Russia /
Ha3uBuH® cnpeit HasanbHbIA 4O3MpPOBaHHLIN 22,5 MKkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWI KOl MPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 31508
MANUFACTURE DATE: / OATA U3rOTOBINEHWUSA: 11/2023 C.A/CEPTU®UKAT AHANW3A: 6535/23
ANALYTICAL PROC. N°: / MIPOTOKON AHATIN3A Ne: SRAS-OWACUG.4 EXP./ CPOKTOOHOCTW: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHWUK METOOOB AHAJIWM3A: Normative documentation / HopmaTtmeHasn
AckymeHTauma M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWH KOO NPOOYKTA KNUEHTA: 81775840

API NAME / HAMMEHOBAHME ®APMALIEBTUYECKOW CYBCTAHLIMKU: Oxymetazoline Hydrochloride

API BATCH NUMBER { HOMEP CEPUWN ®APMALIEBTUYECKOWN CYBCTAHLWMW: 23080121

APl MANUFACTURER NAME /

HAMMEHOBAHWE NPOV3BOAMUTENA ®APMALUEBTUYECKOWN CYBCTAHUWMW: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHUWK: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenun Cneuundurkaummn PesynbTtaTh!

Relative density (d 20/20) / OtHocuTensHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1,007
nnotTHocTtk (d 20/20)
pH From55t06.5/015,50086,5 59
Osmolality / OcmonsnbHocTL From 270 to 330 mOsmol/ kg /

Ot 270 no 330 mOcmone/kr 282 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %. Complies / CooteeTcTRYET
Weight / CpepgHsas mMacca noaki un Uniformity of dose weight: mean dose weight
OAHOPOAHOCTL MaccChl A403bl +25%.

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

weight.

But always = + 35 % from mean dose weight. /
CpepaHnas macca fo3bl: 45 Mr+ 15 %.

OAHOpPOAHOCTL MACCh! [03bl: CPEAHAN Macca A03bl
+£25%.

He Bonee 2 n3 10 go3 > +25 % oT cpeaHei maccsl
A03bl.

Ho Bceraa = + 35 % 0T cpegHei maccs! A03bI.

Related Substances / PoacTBeHHble
npumecwu

Impurity A (Hydrolysis product) / Mpumecs A
{npoaykT rupponuza)

Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 %. / He Gonee 0,5 %. < Detection Limit

Not more than 0.5 %. / He Bonee 0,5 %. < Detection Limit

Individual unidentified impurity / Equnnunas

Not more than 0.1 %. / He Gonee 0,1 %. < Detection Limit
HeuaeHTUhUUMpoBaHHas NpuMech
Total impurities/ Cymma npumeceit Not more than 1.2 %. / He Gonee 1,2 %. < Detection Limit
Assay / KonuyecTBeHHoe onpegenexune
Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 501 pg/mL
OkcumeTasonuHa rugpoxnopug, hydrochloride/ Ot 475 go 525 mkr/mn

OKCMMETAa30MMHa Mapoxnopuaa.
Benzalkonium chloride / Bexsankonus From 45 to 55 pg/mL of benzalkonium chloride/ Ot 50 pg/mL
xnopua, 45 no 55 mkr/mn BeH3ankoHua xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOI'O NMPOAYKTA

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

Ha3neuH® cnpei Ha3anbHbIi 403MPOBaHHLIN 22,5 Mkr/no3a Poccusn /

ARTICLE CODE / BHYTPEHHWI KOJ NPOAYKTA: 704534

BATCH Ne / MAPTUA Ne /: 31508

MANUFACTURE DATE: / QATA U3rOTOBINEHUSA: 11/2023

C.A/CEPTUDUKAT AHAJTTU3A: 6535/23

ANALYTICAL PROC. N°: / TPOTOKOIN AHAITU3A Ne: SRAS-9WACUG.4

EXP./CPOK rOAHOCTW: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIUM UCTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmatusHas

AokymeHTauma N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOA NPOAYKTA KITUEHTA: 81775840

API NAME / HAMMEHOBAHUE ©®APMALIEBTUYECKOW CYBCTAHLWU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUUN ®APMALEEBTUYECKOW CYBCTAHLNU: 23080121

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAWTENA ®APMALIEBTUMECKOW CYECTAHLUMWM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPON3BOAUTENA ®APMALIEEBTUYECKOW CYBCTAHLMWMU: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuudmkaummu Pesynbrathl
Microbial purity / Mukpo6uonoruyeckas 5 <1 CFU/ml
4yucToTa Not more than 10° CFU /ml /
Total aerobic microbial count (TAMC) / OBwwee He Gonee 10° KOE/mn
41CNo asapobHbIX MUKPOOPraH13MoB
Total combined yeast and molds count <1 CFU/mi

(TYMC) / OBLee 4ncno ApoXoKeBbIX U
nnecHesbIX rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

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

Absence in 1 ml/ OtcytcTBue B 1 Mn

Absence in 1 ml/ Otcytcteue B 1 mn

Absent / OTcyTcTBytoT

Absent / OtcyTcTBYIOT

Package / Ynakoska

10ml (at least 143 doses / vial) in class Il
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 fo3
BO hrakoHe) npenapaTa Bo (pnakoH KOPUYHEBOTO
ctekna |l rmgponuTuyeckoro  knacca | ©
AO3VPYIOLLINM  YCTPOWCTBOM U3 MONU3TUNEHa W
HepXaBewLL e cTany 1 3aUlMTHON KpbiLwkoii. Mo 1
hnakoHy BMecTe C MHCTPYKLWMENR N0 NPUMEHEHUID
B Nadky KapTOHHY!O.

Complies / Cootsetcrayer

Labeling / Mapkuposka

According to Normative documentation. / B
COOTBETCTBUW C HOPMATUBHOW AOKYMEHTaLumen.

Complies / CooTeetcTayet

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

Shelf life / Cpok rogHocTu: 3 years / 3 roga
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SOFARIMEX

INOUSTRIA QUINICA E FARMACEUTICA, 5.4

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A MOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 Mg /dose Russia/
Ha3nBuH® cnpen HasanbHbLIN A03MpPOBaHHLIN 22,5 mKr/no3a Poccus /

ARTICLE CODE / BHYTPEHHWI KO MPOOYKTA: 704534 BATCH Ne / MAPTUSA Ne /: 31508
MANUFACTURE DATE: / BATA U3rOTOBNEHMA: 11/2023 C.A/CEPTU®UKAT AHAINU3A: 6535/23
ANALYTICAL PROC. N°: / TPOTOKO/T AHATNMU3A Ne: SRAS-OWACU6.4 EXP./ CPOK TrOOHOCTW: 11/2026

ANALYTICAL REFERENCE [ PE®EPEHTHLIA UCTOYHWK METOOOB AHANU3A: Normative documentation / HopmaTueHasn
AokymeHTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOL NPOLYKTA KITMEHTA: 81775840

API NAME / HAMUMEHOBAHWE ®APMALEBTUMECKON CYBCTAHLIMWU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPMU ®APMALIEBTUYECKON CYBCTAHUWMK: 23080121

APl MANUFACTURER NAME / .
HAWNMEHOBAHWE NPOWU3BOAUTENA ©®APMALEEBTUYECKOWN CYBCTAHUMWMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / 3
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLUMM: Germany

REMARKS / MpumevaHnue:
The Product conforms to ND/
MpoaykT cooTeeTCTRYET TpeGoBaHMAM HJ

BATCH REMARKS / Npumeyanne 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. / [laHHbiM CBUAETENLCTBYIO, YTO AaHHAS napTus nposepexa B
COOTBETCTBMM C paspelleHreM Ha MapkeTuHr v EBponeiickum pykoBOACTBOM MO Hadfnexauleil Npowu3BoACTBEHHOM
npakTuke ANA NekapCTBEHHbLIX NPOAYKTOB.

M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NULO:

/1
ANALIST / AHanuTHk DECISION / 3akntoueHme: kfw/(-@%/ ' |
Sonia Chainho DATE | Darai ”2( 'Z’/ ()&
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