SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIU3A TOTOBOIO NMPOAYKTA

FPRODUCT/ NPOAYKT: Nasivin Metered Nasal Spray 22.5 pug /dose Russia /
Ha3uBuH® cnpeW Ha3anbHbIN AO3UPOBaHHbLIN 22,5 mKkr/go3a Poccua /

ARTICLE CODE / BHYTPEHHUI KOL NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /:45197
MANUFACTURE DATE: / IATA N3rOTOBNEHWUA: 10/2024 C.A /| CEPTUDUKAT AHAJIU3A: 5255/24
ANALYTICAL PROC. N°: / MPOTOKON AHATU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOOHOCTW: 09/2027

ANALYTICAL REFERENCE / PEQEPEHTHLIA UICTOYHUK METOAOB AHAINMW3A: Normative documentation / HopmaTtusHasn
AokymeHTauus 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NMPOOYKTA KITUEHTA: 81775840

API NAME / HAUMEHOBAHWUE ®APMALIEBTUYECKOW CYECTAHLUWN: Oxymetazoline Hydrochloride

AP! BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYECTAHLIUN: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAWUTENA ®APMALIEBTUMECKOW CYECTAHLIUMU: Siegfried PharmaChemikalien Minden

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

TESTS SPECIFICATIONS RESULTS
Moxaszarenu Cneuudukagum PezynbTarhl

Transparent or almost transparent, almost colorless
to light yellow solution. / MpospaqHbil N NoYTH
npospauHblil pacTeop oT noyTu GecusetHoro ao | Complies/ CootseTcTByeT
cnabo-xenToro LBeTa.

Description/ Onucanue

Identity/ MognuHHOCTBL Retention time of the main peak in the | Complies/ CooTtBeTcTBYyeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rmgpoxnopuag with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi yaepxuBaHMS OCHOBHOTO NWKa Ha
XpomaTorpamme MCrbITYEMOro pactsopa AOSIKHO
COOTBETCTBOBATH BpEMEHM YAEpKUBaHNS
OCHOBHOrO NuKa Ha xpomarorpaMmme CTaHAAPTHOrO
pacTtsopa OKCMMETa3omnmHa rmapoxnopuaa,
MONy4EHHON NPN KONMYECTBEHHOM OnpeaeneHnm.

Retention time of the main peak in the | Complies/ CooTeeTcTByeT
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
yOepXuBaHus OCHOBHOrO Nuka Ha Xxpomarorpamme
MCNbITYEMOro pacTeopa [OIKHO COOTBETCTBOBATb
BPEMEHW YAEPXKUBAHUS OCHOBHOTO NUKa Ha
XpomaTorpamme cTaHaapTHOro pacTteopa
OeHsankoHna  xnopuaa,  NONyyeHHOW  npu
KONUYeCTBEHHOM onpeaeneHuu.

Benzalkonium chloride / BeHzankoHus
xnopua

Clarity / Npo3payHocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuuA
npenaparta He I0ImkHa NpesbilaTth onanecueHumio | Complies / CooteeTcTayeT
3TanoHa cpasHeHus |.

Color of solution / LiBeTHocTs pacTBOpa The product should be not more colored than Complies / CooTeeTcTBYET
reference solution Y7. / Mpenapat gonxeH ObiTb
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 AHANU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3neuH® cnpeit HazanbHbIA 403UPOBaHHbIN 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOJ NMPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /:45197
MANUFACTURE DATE: / JATA U3rOTOBIEHWA: 10/2024 C.A /| CEPTU®UKAT AHAJIN3A: 5255/24
ANALYTICAL PROC. N°: / TPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACUG.4 EXP./ CPOK FOAHOCTW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmatveHas
aokymeHTauus 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOJ MPOAYKTA KNUEHTA: 81775840

APl NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIUWN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYBCTAHLINW: 24010263

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA PAPMALIEBTUMECKOWN CYECTAHLUWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE APl / .
CTPAHA NPOU3BOOWNTENA ®APMALEBTUYECKON CYECTAHLIUUA: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudmkauunmn PesynbTtarthl

Relative density (d 20/20) / OTHocuTenbHan From 1.006 to 1.010/ O1 1,006 go 1,010 1,008
nnoTHocTb (d 20/20)
pH From 5.5t06.5/075,5006,5 5.9
Osmolality / OcMmonsansHOCTL From 270 to 330 mOsmol/ kg /

Ot 270 po 330 mOcmonb/kr 283 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg £15 %. Complies / CooTBeTcTBYET
Weight / CpegHsasa macca 0o3bl 1 Uniformity of dose weight: mean dose weight
OL4HOPOAHOCTb Macchl AO3bl +25%.

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

weight.

But always < £ 35 % from mean dose weight. /
CpegnHsist macca aosbl: 45 Mr+ 15 %.
OaHOPOAHOCTb Macchl A03bl: CPEAHAA Macca 403bl
+25%.

He 6onee 2 n3 10 po3 > + 25 % 0T cpeaHeW macchl
003bl.

Ho Bcerpa <+ 35 % oT cpegHel macchl A03bl.

Related Substances / PoacTtBeHHble
npumMecu

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

Impurity ZP-1 / Mpumecs 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 / EguHnynasn

0, 0,
HEWIEHTADULIAPOBAHHAS MPUMECh Not more than 0.1 %. / He 6onee 0,1 %. <LD
Total impurities/ Cymma npumecen Not more than 1.2 %. / He 6onee 1,2 %. <LD
Assay / KonuyectBeHHOe onpeaeneHue
Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 498 pg/mL
OkcumeTasonuHa rugpoxrnopua hydrochioride/ OT 475 po 525 mkr/mn

oKCuMeTasonuHa ruapoxnopuaa.

Benzalkonium chloride / benaankoHus From 45 to 55 pug/mL of benzalkonium chloride/ OT 47 pg/mL
xnopug 45 po 55 mkr/mn GeH3ankoHUAa xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pug /dose Russia /
Ha3uBuH® cnpeW HasanbHbIW 403UPOBaHHLIN 22,5 mkr/igo3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOL MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /:45197
MANUFACTURE DATE: / AATA U3rTOTOBJIEHUA: 10/2024 C.A/ CEPTU®UKAT AHAJTU3A: 5255/24
ANALYTICAL PROC. N°: / IPOTOKON AHANU3A Ne: SRAS-9WACU6.4 EXP. / CPOK FOAHOCTW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM MCTOYHUK METOAOB AHAJIUM3A: Normative documentation / HopmatusHas
AokymeHTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOZ NMPOAYKTA KIIMEHTA: 81775840

AP| NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLUWWN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYMECKOW CYBECTAHLIUK: 24010263

API MANUFACTURER NAME / .
HAMMEHOBAHME NPOU3BOAUTENA ®APMALIEBTUMECKOMWN CYECTAHLUMMW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA ®APMALIEBTUMECKOWU CYECTAHLUWUN: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneundukauum Pe3ynbrarbl
Microbial purity / Mukpobuonoruuyeckasn ) <1 CFU/ml
yucrorta Not more than 10" CFU /ml/
Total aerobic microbial count (TAMC) / O6uee He 6onee 10° KOE/mMn
UUCSI0 a9POBHBLIX MUKPOOPraHU3MOB
Total combined yeast and molds count Not more than 10" CFU /ml / <1 CFU/ml

(TYMC) / Obiiee 4ncno ApoiOKeBbIX U

;
nnecHesbIx rputos He 6onee 10 KOE/mn

Absent/ OtcyTcTyioT

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBue B 1 Mn

Staphylococcus aureus Absence in 1 ml/ OtcyTcTBue 8 1 Mn Absent / OTcyTcTayioT

Pack 1y 10ml (at least 143 doses / vial) in class Il Complies / Cootsetcrayer
ackage  ynakoBka 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) npenapaTta Bo pnakoH KOPMYHEBOroO
ctrekna Il rngponuTMyeckoro knacca c
AO3UPYIOLLMM YCTPOCTBOM M3 NONU3TWNEHA W
Hep>KaBeloLLei cTany n 3aLMUTHON Kpbiwkow. Mo 1
drakoHy BMeCTe C MHCTPYKLMEW MO NPUMEHEHUIO
B Nayky KapTOHHYIO.

. li
Labeling / MapkupoBka According to Normative documentation. / B Complies / Cootserctayer

COOTBETCTBUN C HOpMaTVIBHOI7I ,u.oxymeHTaumeﬁ.

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

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

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHATIU3A TOTOBOTIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuMH® cnpei Ha3anbHbIW 003MPOBaHHbIA 22,5 mkrino3a Poccusn /

ARTICLE CODE / BHYTPEHHWUW KO MPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /:45197
MANUFACTURE DATE: / AATA U3IrOTOBJIEHUNA: 10/2024 C.A |/ CEPTUDUKAT AHAIIU3A: 5255/24
ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-SWACUG6.4 EXP./ CPOK rOOHOCTMW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIW UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatusHas
aokymeHtaums I N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KNUEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLUU: Oxymetazoline Hydrochloride

AP1 BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOW CYBECTAHLINW: 24010263

API MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIMW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALUEBTUYECKOU CYECTAHLIUMU: Germany

REMARKS / NMpumeyvaHue:
The Product conforms to ND/
MpopykT cooTseTcTBYET TpebosaHmam HL

BATCH REMARKS / NpumeyaHue 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. / JaHHbiMm CBUAETENLCTBYIO, YTO AaHHAs NapTua NpoBepeHa B
COOTBETCTBMA C paspelleHWem Ha MapKeTWHr M EBponeiickM DYKOBOACTBOM MO Haanexalled npousBOACTBEHHOW
npakTuke AN nekapcTBeHHbIX NPOAYKTOB.

ANALIST / AHanuTuk DECISION / 3akntoyveHue:

Sénia Chainho DATE / fjara: /ZO 2
M. Ines Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE nuyo:
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