SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBnMH® cnpei HaszanbHbLIN 403UPOBaHHbIN 22,5 Mmkr/gosa Poccus /

ARTICLE CODE / BHYTPEHHUW KOQ NMPOQYKTA: 704534 BATCH Ne / MAPTUA Ne /: 30444
MANUFACTURE DATE: / JATA U3rOTOBJIEHUA: 03/2023 C.A/CEPTU®UKAT AHAJIU3A: 2291/23
ANALYTICAL PROC. N°: / NIPOTOKOJT AHAJTU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TrOAHOCTHW: 03/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOAOB AHAMNU3A: Normative documentation / Hopmatushas
AokymerTauus M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWIW KOl NPOAYKTA KITMEHTA: 81775840

API NAME / HAUMEHOBAHWE ®APMALEEBTUYECKOMN CYECTAHUMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOW CYBCTAHLINA: 22100367

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUMECKOW CYECTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / B
CTPAHA NPOU3BOJANTENA ®PAPMALIEBTUMECKOM CYBECTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
MNokasarenu Cneuudukayum PesynbTtathbl

Transparent or almost transparent, almost colorless
to light yellow solution. / Npo3payHslit A NoYTK
npo3payHbliit pacTeop oT moutn GecupeTtHoro go | Complies/ CootBeTcTayeT
cnabo-xenToro useTa.

Description/ Onucanue

Identity/ MopnuHHOCTL Retention time of the main peak in the | Complies/Cootsetcrayer
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuna ruapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema  yaepxuBaHWS  OCHOBHOrG nWka Ha
XpomaTorpaMme UCNLITYEMOro pacTsopa AOSHKHO
COOTBETCTBOBATb BpemMeHun YAEPXUBaHUS
OCHOBHOTO NWKa Ha XpoMaTorpaMme CTaH4apTHOro
pacTeopa OKCUMETA30MNUHa rMapoxXnopuaa,
NONYYEHHON NPpY KONMUYECTBEHHOM ONpeaeneHun.

. . Retention time of the main peak in the Complies / CootBeTcTBYET
Eﬁg;i:;w"'um chloride / Bensankouus 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
YAEPXWUBAHNSA OCHOBHOIO Nika Ha XpoMatorpamme
UCMBITYEMOro pacTeopa AO/KHO COOTBETCTBOBATbL
BPEMEHU yAepXUBaHUSI OCHOBHOMO nWKa Ha
XxpomarorpaMme cTaHaapTHoro pacTeopa
OeH3ankoHua  xnopuaa, NOnyyYeHHOU npwu
KOMUYECTBEHHOM ONpeaenexuu.

Clarity / MpoapauHocTb The product should be not more opalescent
than reference suspension I. / OnanecueHuus

rpenapata He 0MXHa NpesbillaTh onanecueHumio | Complies / CooteeTcTayeTt
3TanoHa cpaeHeHus |.

Color of solution / LiseTHocTe pacTBOpa The product should be not more colored than

reference solution Y7. / Mpenapat fonxeH GbiTb
OkpalleH He Bonee UHTEHCUBHO, YeM 3TamnoH Y7.

Complies / CooTseTtcTayeT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3nBnH® cnpeit HasanbHbIN NO03MPOBaHHbLIN 22,5 MKr/no3a Poccus /

ARTICLE CODE / BHYTPEHHWUI KO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 30444
MANUFACTURE DATE: / ATA U3rOTOBMNEHWA: 03/2023 C.A/ CEPTU®UKAT AHANN3A: 2291/23
ANALYTICAL PROC. N°: / MPOTOKOIN AHAIU3A Ne: SRAS-9WACU6.4 EXP./ CPOK FrOOHOCTW: 03/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHWK METOOB AHANW3A: Normative documentation / HopmaTtueHas
AokymexTauua N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KITMEHTA: 81775840

AP| NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLUN: Oxymetazoline Hydrochloride

AP! BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUMECKOW CYECTAHLIWU: 22100367

' API MANUFACTURER NAME / .
HAVMEHOBAHWE NPON3BOAUTENS ®APMALIEBTUMECKON CYBECTAHLWM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOANTENSA ®APMALEEBTUMECKON CYBCTAHLIUKU: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTenu Cneundonkaummn PeaynbTathl

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 ac 1,010 1,007
nroTHocTb (d 20/20)
pH From5.5t06.5/0155n8065 59
Osmolality / OcmonsinbHoCTb From 270 to 330 mOsmol/ kg /

Ot 270 no 330 mOcmonb/Kr 281 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %. Complies / CooTBeTCTBYET
Weight / CpegHsaa macca nossi n Uniformity of dose weight: mean dose weight
OAHOPOAHOCTL MACChl A03bI +25 %.

Max. 2 from 10 doses >x25% from mean dose

weight.

But always =<+ 35 % from mean dose weight. /
CpegHssa macca fosbl: 45 mr+ 15 %.
OpHOPOAHOCTb Macchl A03bl: CPeAHAA Macca A03bl
+25%.

He 6onee 2 n3 10 po3 > £25 % ot cpeaHeit macchl
Ao3bl.

Ho Bceraa < +35 % ot cpenHelt Mmacchkl A03bl.

Related Substances / PogcTtBeHHbIe
npumMecu

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

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

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

Not more than 0.1 %. / He 6onee 0,1 %. < Detection Limit
HenaeHTUNUMPOBaHHan NpuMech
Total impurities/ Cymma npumeceit Not more than 1.2 %. / He 6onee 1,2 %. < Detection Limit
Assay/ KonuyecTBeHHOoe onpegeneHune
Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 494 pg/mL
OkcumeTasonuHa rugpoxnopus, hydrochloride/ Ot 475 po 525 mkr/mn

OKCHMMEeTa3onuHa rmapoxnopuaa.
Benzalkonium chloride / BeHsankoHus From 45 to 55 pg/mL of benzalkonium chloride/ Ot 52 pg/mL
xnopua 45 po 55 mkr/mn 6eHsankoHvsa xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, SA.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3uBKH® cnpeit HasanbHbIW S03MpPOBaHHbLINA 22,5 Mkr/nosa Poccus /

ARTICLE CODE / BHYTPEHHUM KO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 30444
MANUFACTURE DATE: / ATA U3rOTOBJIEHWUA: 03/2023 C.A/CEPTU®UKAT AHAINUBA: 2291/23
ANALYTICAL PROC. N°: / TPOTOKOJ1 AHAINN3A Ne: SRAS-9WACUSB.4 EXP./CPOK rOAHOCTMW: 03/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOUYHUK METOOB AHANU3A: Normative documentation / HopmMaTtueHas
AokymeHTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUWN KO1 NPOAYKTA KNUEHTA: 81775840

API NAME / HAUMEHOBAHWE ®APMALIEBTUMECKON CYECTAHLMMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBCTAHLIMW: 22100367

API MANUFACTURER NAME / .
HAUMEHOBAHWE NMPOU3BOANTENA ®APMALIEBTUMECKOW CYBCTAHLIMW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA MPOWU3BOAUTENA ®APMALIEBTUMECKOW CYBECTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudukauuu PesynbTaThl
Microbial purity / Mukpo6uonoruveckas ) <1 CFU/ml
4yucrtoTa Not more than 10~ CFU /ml /
Total aerobic microbial count (TAMC) / O6uiee He Gonee 10° KOE/mn

4Mcno asapoBHbLIX MUKPOOPTraHU3MOB

i <
et st o cou e
nnecHesbIX rpubos He Gonee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBue B 1 Mn Absent/ OtcyTcTayioT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTeve 8 1 Mn Absent/ OtcyTcTayioT

10ml (at least 143 doses / vial) in class I Complies / Cootsetctayer

Package / Ynakoeka 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
B0 dhnakoHe) npenapaTa BO (hrakoH KOPUYHEBOTO
crekna Il rmaponuTuyeckoro knacca ¢
A03MPYIOWMM  YCTPONCTBOM U3 MONUITUNEHa U
HepXaBeloLLEei CTanu 1 3aLMTHOM KPbILLKOA. o 1
(riakoHy BMECTe C MHCTPYKLMEN NO NPUMEHEHMWIO
B NaYKy KapTOHHYH0.

Labeling / MapkupoBka According to Normative documentation. / B Complies } Cooteercrayer

COOTBETCTBUM C HOPMATUBHONW JOKYMEHTaLWEN,

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temneparype He Bhiwe 25°C,

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

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3nBuH® cnpeit Ha3anbHbIN A03UpOBaHHbINK 22,5 MKr/ao3a Poceus /

ARTICLE CODE / BHYTPEHHUWI KOO MPOOYKTA: 704534 BATCH Ne / MAPTUA Ne /: 30444
MANUFACTURE DATE: / IATA U3rOTOBNEHUA: 03/2023 C.A/CEPTU®UKAT AHANU3A: 2291/23
ANALYTICAL PROC. N°: / TPOTOKON AHAJNM3A Ne: SRAS-9WACUG.4 EXP./ CPOK TOOHOCTM: 03/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOOB AHANWU3A: Normative documentation / HopmatueHas
AokymeHTauwa N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO MPOAYKTA KNUEHTA: 81775840

e —

API NAME / HAMMEHOBAHMWE ®APMALIEBTUYECKOW CYECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOW CYECTAHLUN: 22100367

API MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOWN CYECTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE AP1/ .
CTPAHA NMPOU3BOOMUTENA ®APMALIEBTUMECKON CYECTAHLIMU: Germany

REMARKS / MpumeyvaHue:
The Product conforms to ND/
MpoaykT cooteeTCcTBYET TpeboBaHusam HI

BATCH REMARKS / MpumeuaHue gnsa 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. / OaHHbIM CBUAETENbLCTBYIO, YTO AaHHAs NapTMA NpoBepeHa B
COOTBETCTBMM C pa3pelleHueM Ha MapKkeTWHr u EBponeickum pPyKOBOACTBOM NO Haanexauwleil npousBoacTBEHHOW
npakTVUKe ANS nekapcTBeHHbIX NPOAYKTOB.

il
ANALIST / AHanutuk DECISION / 3akntoueHue: /\T.f’]..\___(_)_) o cX
3 | ¢
Miguel Rocha DATE. /' flava: ¥ l[ Y )701}) , 2 _
Marina Marques QUALIFIED PERSON / OtBeTcTBEeHHOE NULO:
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