SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, SA.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTM3A TOTOBOI'O NPOOYKTA

PRODUCT/ NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
HasuBuH® cnpeit HaszanbHbIW AO03MPOBaHHbIN 22,5 MKkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWIM KOS NPOAYKTA: 704534 BATCH Ne / TAPTUA Ne /: 31509
MANUFACTURE DATE: / ATA U3FOTOBNEHWA: 11/2023 C.A/CEPTUDUKAT AHAJTU3A: 6536/23
ANALYTICAL PROC. N°: / NIPOTOKON AHAJITM3A Ne: SRAS-9WACUB.4 EXP./ CPOKTOOHOCTHU: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHWMK METOOOB AHANN3A: Normative documentation / HopmaTtueHas
AokymeHTaumsa N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOJ1 MPOAYKTA KITUEHTA: 81775840

API NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLUUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLMW: 23080121

API MANUFACTURER NAME / .
HAWMEHOBAHUWE NMPOU3BOANTENA ®APMALIEBTUYECKON CYBCTAHLMMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAMUTENA ®APMALEEBTUMECKOW CYBCTAHLUU: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuudmkaymu PesynbTatsl

Transparent or almost transparent, almost colorless
to light yellow solution. / NpoapaynsIi iU noytn
npo3pavHbIil pacTeop OT nodutn GecuseTHoro go | Complies / CootsetcTayer
cnabo-xenToro Lpera.

Description/ Onucanue

Identity/ MoanuHHocTe Retention time of the main peak in the Complies / CootBeTcTayeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTtaszonuHa rugpoxnopug, with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
BDEMH yaoepxuneaHua OCHOBHOro nuKka Ha
Xpomartorpamme WCNbLITYEMOro pacteopa OOMKHO
COOTBETCTBOBATHL BPEMEHM yAepxuBaHua
OCHOBHOTO NWKA Ha XpOMaTorpamMmMe CTaH4apTHOrO
pacTBopa OKCMMETa30MNnHa rnapoxnopuaa,
NOSYYEHHO| NPW KONWYECTBEHHOM OnpeaeneHum.

Ikoni — Retention time of the main peak in the Complies / CootBeTcTeyeT
Benzalkonium chloride / Bensankonus chromatogram of the test solution should comply
xjiopua with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
YAEPKUBaHWSA OCHOBHOIO NMUKa Ha XxpomaTorpaMme
UCNBITYEMOro pacTeopa [OMXHO COOTBETCTBOBATL
BPEMEHW YAEPMKVBAHWA OCHOBHOMO nuKa Ha
XpomaTorpamme CTaHaapTHOro pacTeopa
GeHsankoHua  xnopuaa, Nony4eHHon npu
KONUYECTBEHHOM OnpeaeneHnu.

Clarity / Mpo3pauHocTsb The product should be not more opalescent

than reference suspension |. / OnanecueHumns
npenapata He AoMmkHa NpeBbiwaTth onanecleHumo | Complies / CooteeTcTayeTt
3TanoHa cpasBHeHua .

Color of solution / LiBeTHoCThL pacTeopa The product should be not more colored than Complies / CooteeTcTayeT
reference solution Y7. / MNpenapat gonken GbiTh
okpalleH He Gonee UHTEHCUBHO, YeM 3TanoH Yr.
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SOFARIMEX

INDUSTRIA QUINICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 Mg /dose Russia /
Ha3nBnH® cnpeit HazanbHbI 403MPOBaHHLIN 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KO/ MPOOYKTA: 704534 BATCH Ne / MAPTKUSA Ne /: 31509
MANUFACTURE DATE: / LATA U3rOTOBNEHWUSA: 11/2023 C.A/ CEPTU®UKAT AHATIN3A: 6536/23
ANALYTICAL PROC. N°: / MPOTOKOJS1 AHAIIU3A Ne: SRAS-OWACUG.4 EXP./CPOK FOOHOCTM: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHWK METOOOB AHAINWU3A: Normative documentation / HopmaTueHas
AokymeHTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO[, NPOLYKTA KNUEHTA: 81775840

APl NAME / HAMUMEHOBAHWE ®APMALIEBTUYECKON CYBCTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ©®APMALIEBTUYECKOW CYBCTAHUWM: 23080121

API MANUFACTURER NAME /

HAWMEHOBAHWE MPOVU3BOAUTENA ®APMALEBTUYECKOWN CYBCTAHUWMW: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NMPON3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLMM: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundcukauymm PesynbTrarthb!

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1,007
nnoTHocThL (d 20/20)
pH From 5.5t06.5/015,5 00 6,5 59
Osmolality / OcmonsinsHocTe From 270 to 330 mOsmol/ kg /

Ot 270 no 330 mOcmon/kr 280 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %. Complies / CootBeTcTBYET
Weight / CpepHsas macca gosbi u Uniformity of dose weight: mean dose weight
OAHOPOAHOCTL MAcChl A03bI +25%.

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

weight.

But always =+ 35 % from mean dose weight. /
CpeaHsas macca fo3abl: 45 mr+15 %.
OpHOPOAHOCTE Macehl [103bl: CpeAHss Macca A03bl
+25%.

He Gonee 2 n3 10 o3 > +25% oT cpeaHelt macchl
A03bl.

Ho Bcerpa <+ 35 % oT cpegHein macchl 403bl.

Related Substances / PogcteeHHble
npuMecwu

Impurity A (Hydrolysis product) / Mpumecs A
(npoaykT ruaponuaa)

Impurity ZP-1/ NMpumecs ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit
Individual unidentified impurity / Eautnanas

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

Not more than 0.1 %. / He Gonee 0,1 %. < Detection Limit
HengeHTUdUMPOBaHHaA NPUMECH
Total impurities/ Cymma npumecen Not more than 1.2 %. / He Gonee 1,2 %. < Detection Limit
Assay [ KonnuyectBeHHOe onpeaenexune
Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 498 pg/mL
OkcnmeTasonuHa rugpoxnopua hydrochloride/ OT 475 o 525 Mkr/mn

OKCMMeTa3onuHa rugpoxnopuaa.
Benzalkonium chloride / Benaankonus From 45 to 55 pg/mL of benzalkonium chloride/ Ot 51 pg/mL
xnopwvg 45 no 55 mkr/mn 6eH3ankoHUsA xnopuaa
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SOFARTMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A TOTOBOIO NPOYKTA

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

Ha3suBuH® cnpeit HazanbHbIW AO3MPOBaHHLIN 22,5 mkr/nqo3a Poccus /

ARTICLE CODE / BHYTPEHHUI KO, MPOOYKTA: 704534

BATCH Ne / MTAPTUA Ne [;: 31509

MANUFACTURE DATE: /| ATA U3rOTOBJIEHWA: 11/2023

C.A | CEPTU®UKAT AHATM3A: 6536/23

ANALYTICAL PROC. N°: / TPOTOKON AHATTU3A Ne: SRAS-9WACUG.4

EXP./CPOK OOHOCTHU: 11/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIA WCTOYHUK METOJOB AHANMWU3A: Normative documentation / HopmaTtusHas

AokymeHTauus N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUWA KO NPOAYKTA KITUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHUMM: Oxymetazoline Hydrochloride

API BATCH NUMBER /{ HOMEP CEPUW ®APMALEBTUYECKOW CYBCTAHLIUK: 23080121

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAMUTENA ®APMALIEBTUYECKOW CYECTAHLMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA PAPMALEBTUYECKON CYECTAHUUMA: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuundmkauum Pesynbrarsl
Microbial purity / Mukpo6uonoruuyeckas ) <1 CFU/ ml
yucroTa Not more than 10" CFU /ml /
Total aerobic microbial count (TAMC) / O6Luee He Gonee 10° KOE/mn
4YMCno a3pobHbIX MUKPOOPraHN3MoB
Total combined yeast and molds count <1 CFU/ml

(TYMC) / OBLuee 41cno ApodoKeBkIX W
nnecHesbix rpubos

Pseudomonas aeruginosa
Staphylococcus aureus

Not more than 10" CFU /ml/
He Gonee 101 KOE/mMn

Absence in 1 ml / OTcytcTaue 8 1 mn

Absence in 1 ml/ Otcytcteve B 1 mn

Absent / OtcyteTeyloT

Absent/ OTcyreTeyior

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 menee 143 o3
BO hnakoHe) npenapara Bo akoH KOPUYHEBOrO
crekna Il rugponuTudeckoro  knacca ¢
A03VPYOLLMM  YCTPOMCTBOM W3 NONW3TUNEHA U
HepXaBerLwen cTany n 3aWnTHON Kpbiwkoi, Mo 1
NaAKOHY BMECTE C UHCTPYKUMUEN Mo NPUMEHEHUID
B NauyKy KapTOHHYHO,

Complies / CooTseTcTayer

Labeling / Mapkupogka

According to Normative documentation. / B
COOTBETCTBMU C HOPMATWUBHOW LOKYMeHTaLmWel.

Complies / CooTsetcrayer

Storage / Xpanenue: At temperature below 25°C. / MNpu TemnepaTtype He Boiwe 25°C.

Shelf life / Cpok roaHocTu: 3 years / 3 rona
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A NOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3nBuH® cnpei Ha3anbHbLINI A03UpoBaHHbLIN 22,5 mKr/go3a Poccusn /

ARTICLE CODE / BHYTPEHHUWUW KO NPOOYKTA: 704534 BATCH Ne / MAPTKUSA Ne /: 31509
MANUFACTURE DATE: / DATA U3rOTOBNEHWUSA: 11/2023 C.A/CEPTUOWKAT AHANU3A: 6536/23
ANALYTICAL PROC. N°: / TPOTOKOI AHATNM3A Ne: SRAS-9WACUG.4 EXP./ CPOK FOOHOCTW: 11/2026

ANALYTICAL REFERENCE /| PEQOEPEHTHBLIN UCTOYHUK METOOOB AHAJWU3A: Normative documentation / HopmaTueHas
AokymeHTaums 11 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO/ NPOAYKTA KNUEHTA: 81775840

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKON CYBCTAHLIMKN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUMECKOW CYBCTAHLMWM: 23080121

APl MANUFACTURER NAME / .
HAWUMEHOBAHUWE MPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHLUWN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLMM: Germany

REMARKS / NprmeuaHue:
The Product conforms to ND/
MNpoaykT cootBeTcTBYET TpeboBaHUaM HJ

BATCH REMARKS / Mpumeuanve ans 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. / JauHbiM CBMAETENLCTBYIO, YTO AAHHAS napTus nposepexa B
COOTBETCTBMW C PA3PELUEHMEM Ha MapkeTuHr n EBponeickum pykoBOACTBOM NO Hadnexallei Npou3BoacTBEHHORN
NpakTuKe ANs NeKapcTBeHHbIX NPOAYKTOB.

A 8
ANALIST / AHanutuk DECISION / 3akniovenmne: {A@;‘QJQM
Sonia Chainho DATE/ Rara: ’;e((Z/ & L& \/Q&
M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NULIO:
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