SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJNTIN3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3nBuH® cnpeii Ha3anbHbIA AO3MPOBaHHbIN 22,5 Mkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOA NPOAYKTA: 704534 BATCH Ne / MAPTUA N2 /: 44546
MANUFACTURE DATE: / ATA U3IOTOBIEHMSA: 05/2024 C.A/ CEPTUOUKAT AHAJIU3A: 2617/24
ANALYTICAL PROC. N°: / MIPOTOKOS AHANNU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOOAHOCTMW: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOAOB AHANWU3A: Normative documentation / HopmatusHas
nokymeHTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOfl MPOAYKTA KITMEHTA: 81775840

API NAME / HAMMEHOBAHME ®APMALIEBTUYMECKOW CYBCTAHLMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLINK: 23120291

API MANUFACTURER NAME / .
HAMMEHOBAHUWE NPOU3BOJUTENA ®APMALIEBTUMECKOW CYECTAHLIUMU: Siegfried PharmaChemikalien Minden

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

TESTS SPECIFICATIONS RESULTS
MokaszaTtenn Cneuudukanum Pesynbrathl

Transparent or almost transparent, almost colorless
to light yellow solution. / NMpo3payHbiii nAM NodTH
npo3payHbiil pacteop oT noutn GecusetHoro go | Complies / CooTsetcayer
cniabo-xenToro LBeTa.

Description/ Onucanuve

Identity/ MoanuHHoCcTL Retention time of the main peak in the | Complies/ CooTeeTcTBYET
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopun with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemss yaepxuBaHMsi OCHOBHOTO MNUKa Ha
XpomaTorpamme MCMbITYEMOrO pacteopa AOMKHO
COOTBETCTBOBATL BpPEMEHM yAepxKuBaHus
OCHOBHOIO NKa Ha xpomaTtorpaMMe CTaHAapTHOTO
pacTtsopa OKCMMETasonunHa rmapoxnopuaa,
Mony4YeHHON Npy KONMYECTBEHHOM orpeerneHnm.

. . Retention time of the main peak in the Complies / CooTBeTCcTBYET
Benzalkonium chioride / BensankoHus chromatogram of the test solution should comply
xnopua with retention time of the main peak in the
chromatogram of benzalkonium chioride standard
solution obtained in the Assay test. / Bpems
yAEpPXKUBAHWS OCHOBHOIO N1Ka Ha Xpomartorpamme
UCMbITYEMOrO pacTBopa AOMKHO COOTBETCTBOBATL
BpeMeHW YAEepXuBaHUS OCHOBHOMO MuKa Ha
XpomaTorpamme cTaHaapTHoro pacteopa
OeH3ankoHWsi  xnopupaa,  MONy4YeHHOW  mpu
KONMYECTBEHHOM OnpeaeneHuu.

Clarity / Npo3payHocTb The product should be not more opalescent

than reference suspension |. / OnanecueHums )
npenapara He J0JKHa NpeBbilaTh OnanecueHUuio Complies / CooTetcTayet
3TanoHa cpaBHehus |.

Color of solution / LiBeTHOCTb pacTBOpa The product should be not more colored than Complies / CooTBeTCTBYET
reference solution Y7. / MNpenapaT gonxeH 6biTb
oKpaLlleH He Bonee UHTEHCUBHO, YeM 3TanoH Yz.

1/4
IMP.7.11




SOFARIMEX

INDUSTRIA GUIMICA E FARISACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpeil Ha3anbHbIi 4O3MPOBaHHbLIA 22,5 MKr/A03a Poccusa /

ARTICLE CODE / BHYTPEHHUW KOl NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 44546
MANUFACTURE DATE: /| DATA N3rOTOBNEHUA: 05/2024 C.A/ CEPTUOUKAT AHATIU3A: 2617/24
ANALYTICAL PROC. N°: / NPOTOKON AHATMU3A Ne: SRAS-OWACU6.4 EXP. / CPOK FOQHOCTMW: 04/2027

ANALYTICAL REFERENCE / PEQEPEHTHbI UCTOYHUK METOAOB AHAIU3A: Normative documentation / HopmaTtueHnas
pokymenTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KNMUEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMK: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBCTAHLIMMU: 23120291

APl MANUFACTURER NAME / 5
HAMMEHOBAHMUE NPON3BOAUTENS ®APMALIEBTUYECKON CYBCTAHLIUMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKON CYBCTAHLIMW: Germany

TESTS SPECIFICATIONS RESULTS
Moka3zartenun Cneuudukauumn PeaynbTrathbi

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010 / Ot 1,006 go 1,010 1,007
nnoTHocTb (d 20/20)
pH From5.5t06.5/0715,5106,5 5.9
Osmolality / OcmonsanLHOCTL From 270 to 330 mOsmol/ kg /

Ot 270 ao 330 mOcmonw/kr 287 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %. Complies / CooTBeTCTBYET
Weight / CpeaHss macca [o3bl Uniformity of dose weight: mean dose weight
OAHOPOAHOCTb Macchl A03bI +25 %.

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

weight.

But always < + 35 % from mean dose weight. /
CpepnHssi macca Ao3bl: 45 Mr+15 %.
OnHOPOAHOCTb Macchl A03bl: CPEAHAn Macca [03bl
+25%.

He Gonee 2 u3 10 no3 > +25 % OT cpeaHen macchbl
[03bl.

Ho scerna <+ 35 % OT cpeaHen Macchbl J03bl.

Related Substances / PogcTBeHHbIe

npumecu . 2
Impurity A (Hydrolysis product) / Mpumec A Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit

(npoaykTt rmagponusa)

Impurity ZP-1 / Npumeck ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit
Individual unidentified impurity / EaAnHnyHas . -
HEMIEHTUNLMPOBAHHAR MPUMECh Not more than 0.1 %. / He 6onee 0,1 %. < Detection Limit
Total impurities/ Cymma npumecei Not more than 1.2 %. / He Gonee 1,2 %. < Detection Limit
Assay / KonuyecTBeHHOe onpenenexHve
Oxymetazoline hydrochloride / From 475 to 525 pug/mL of oxymetazoline 501 pg/mL
OkcvmeTasonuHa ruapoxnopus, hydrochloride/ OT 475 go 525 mkr/mn

OKCUMETA30MNMHa MAapoxnopraa.
Benzalkonium chloride / beHsankoxus From 45 to 55 pg/mL of benzalkonium chloride/ OT 48 ug/mL
xnopwug, 45 no 55 mkr/mn 6eH3ankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOIO NMPOAYKTA

PRODUCT / NPOOYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBUH® cnpel Ha3anbHbLIA [O3MPOBaHHbIN 22,5 Mkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOf NMPOOYKTA: 704534 BATCH Ne / TAPTUS Ne /: 44546
MANUFACTURE DATE: / JATA U3rOTOBJIEHWUA: 05/2024 C.A/ CEPTU®UKAT AHAINNU3A: 2617/24
ANALYTICAL PROC. N°: / MTPOTOKOIT AHAJTU3A Ne: SRAS-9WACUG6.4 EXP./ CPOK FrOOAHOCTHN: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METORAOB AHAJIU3A: Normative documentation / HopmatusHas
AokymeHTaums N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl NPOAYKTA KITMEHTA: 81775840

API NAME / HAUMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHLMMK: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOWN CYECTAHLIUK: 23120291
AP! MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYECTAHLINU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOANTENA ®APMALIEBTUMECKOWU CYBCTAHUMWU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuuncbukauumm Pe3ynbTtarbi
Microbial purity / Mukpo6uonoru4yeckas 5 <1 CFU/ml
yucToTa Not more than 10° CFU /ml/
Total aerobic microbial count (TAMC)/ ObLiee He 6onee 10> KOE/mn
4nCcno aapobHbIX MUKPOOPraHU3MOoB
Total combined yeast and molds count Not more than 10" GEU /mil / <1 CFU/ml

(TYMC) / Obwee uucno apoxokeBbIX U

1
nnecHeBsbiX rpubos He 6onee 10 KOE/mn

Absent / OtcyTcTByioT

Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTBue 8 1 Mn

Staphylococcus aureus Absence in 1 ml/ OtcytcTBMe B 1 Mn Absent / OtcyTcTBylOT

Pack 1y 10ml (at least 143 doses / vial) in class |ll Complies / CooTsetcteyer
ackage / Ynakoska 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 no3
BO chnakoHe) npenaparta Bo dNakoH KOPUYHEBOIO
ctekna Il rugponuTuyeckoro  knacca C
OO3UPYIOWUM YCTPOACTBOM W3 NOMM3TUNEHa U
HepaBeloLen cTanu U 3aWnTHON Kpbiwkow. [1o 1
hnakoHy BMECTE € MHCTPYKLUMEN NO NPUMEHEHMIO
B Ma4vKy KapTOHHY!O.

. . . Complies / CooteetcTByeT
Labeling / MapkupoBka According to Normative documentation. / B P URSEETEN,
COOTBETCTBMU C HOPMATUBHON AOKYMEHTaLUMEN.

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

Shelf life / Cpok rogHocTh: 3 years (-1 month) / 3 roaa (-1 Mecan)
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A rOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnipeif Ha3anbHbIA A03MPOBaHHLIN 22,5 MKr/a03a Poccua /

ARTICLE CODE / BHYTPEHHWI KO[, NPOAYKTA: 704534 BATCH Ne / MAPTUSA Ne /: 44546
MANUFACTURE DATE: / QATA U3rOTOBNEHUA: 05/2024 C.A | CEPTUDUKAT AHATNU3A: 2617/24
ANALYTICAL PROC. N°: / TPOTOKOIN AHAJTU3A Ne: SRAS-9WACU6.4 EXP. / CPOK FOOQHOCTMW: 04/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOOOB AHAMU3A: Normative documentation / HopmaTueHas
poxkymenTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOQ NPOAYKTA KIUEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUMN ®APMALIEBTUYECKOW CYECTAHLIMM: 23120291

APl MANUFACTURER NAME / .
HAWMEHOBAHMWE NPOU3BOAUTENA ®APMALEEBTUYECKOWU CYBCTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENSA ®APMALIEBTUMECKOU CYECTAHLIUU: Germany

REMARKS / NMpuMmeyvaHue:
The Product conforms to ND/
MpoaykT cootBetcTByeT TpeboBaHnam HI

BATCH REMARKS / NMpumeyaHue ans cepun:

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 CBMAETENLCTBYIO, YTO AaHHas NapTUA npoeepeHa B
COOTBETCTBUM C paspelleHvem Ha mapkeTuHr i EBponeiickum pykoBOACTBOM MO Hagnexalen npou3soACTBeHHON
npakTuKke Ansi NEKapCTBEHHbIX MPOAYKTOB.

Sonia Chainho
M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NMULO:

ANALIST / AHanuTuk DECISION / 3aknioveHue: A-g p) ¢
DATE / flara: %@#%Z &4 i
0
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