SOFARIMEX

INDUSTR!A QUIMICA E FARMACEUTICA, A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A TOTOBOIO NPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnpeil Ha3anbHbIA 403UpoBaHHbIW 22,5 Mkr/no3a Poccua /

ARTICL.E CODE / BHYTPEHHUW KOf NMPOAOYKTA: 704534 BATCH Ne / MAPTUA Ne /: 30765
| MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 06/2023 C.A | CEPTUDUKAT AHAIU3A: 3600/23
ANALYTICAL PROC. N°: / MPOTOKOJT AHAJTU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TrOOQHOCTW: 06/2026

ANALYTICAL REFERENCE / PEGEPEHTHbIW UCTOYHUK METOLOB AHAMNWN3A: Normative documentation / HopmaTneHas
nokymeHTauma M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA, MPORYKTA KNUEHTA: 81775840

APl NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLNW: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOMN CYBECTARLWMN: 23010347

APl MANUFACTURER NAME / v
HAUMEHOBAHUE MNMPOU3BOAUTENA ®PAPMALEBTUYECKOW CYBCTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / 5
CTPAHA NMPON3BOAUTENA ®APMALIEBTUMECKOU CYECTAHLUUW: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTenu Cneuudumkauum Peaynbrarthl

Transparent or almost transparent, almost colorless
to light yellow solution. / NpospayHbiit UnKu noyTw
Npo3pauHblil pacTBop oT noytn GecupetHoro ao | Complies / CootseTctayeT
cnabo-xenToro usera.

Description/ Onncanue

Identity/ MoanuHHOCTL Retention time of the main peak in the | Complies/ CootseTcTByeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcuMeTa3onuHa ruapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema yAepXuBaHMS  OCHOBHOFO NUKa  Ha
XpomaTorpamme MCnbITyeMoro pacteopa AOMKHO
COOTBETCTBOBATH BpEMEHU yAepKUBaHus
OCHOBHOIO NWKa Ha XpomarorpaMme cTaHaapTHOro
pacTteopa OKCUMETA30MMUHa ruapoxnopuaa,
MONYYEHHON NP KONUYECTBEHHOM OnpeaerieHun.

Retention time of the main peak in the | Complies/ CootsetctByeT
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
yAepXuBaHusi OCHOBHOIO NUKA Ha XpomaTorpamMmme
UCMbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATb
BPEMEHU YAEPXKUBAHWA OCHOBHOIO MiKa Ha
XpomaTorpamme CTaHAapTHOro pacteopa
6eH3ankoHnsa xnopuaa, Nony4YeHHOMN npu
KOfIMYECTBEHHOM ONpPeaeneHnu.

Benzalkonium chloride / BeHzankoHus
xropua

Clarity / Mpo3payHocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuust
npenapata He AOIKHa NpesbiliaTh onanecuexumio | Complies / CooTsetcTayer
3TanoHa cpaBHeHus |.

Color of solution / LiBeTHocTb pacTBOpa The product should be not more colored than Complies / CooTeeTcTBYET
reference solution Y7. / Mpenapat gorokeH GbiTb
oKpalleH He Bonee MHTEHCUBHO, YeM aTanoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia/
Ha3ueuH® cnpei HasanbHbIW 4O3UpPOBaHHbINA 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWI KOL, MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 30765
MANUFACTURE DATE: / DATA NU3rOTOBNEHUA: 06/2023 C.A | CEPTUOUKAT AHATTU3A: 3600/23
ANALYTICAL PROC. N°: / MPOTOKON AHAIU3A Ne: SRAS-9WACUG6.4 EXP./ CPOK TOOHOCTHW: 06/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOOOB AHAMNWU3A: Normative documentation / HopmaTusHas
AokymeHTauus 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOZ NMPOAYKTA KITUEHTA: 81775840

API NAME / HAMUMEHOBAHUE ®APMALEBTUYECKOW CYECTAHLIUN: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBECTAHLINN: 23010347

APl MANUFACTURER NAME / .
HAMMEHOBAHUWE NPOU3BOOUTENA ®APMALIEBTUYECKOWN CYECTAHLINU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOWU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIMN: Germany

TESTS SPECIFICATIONS RESULTS
Mokasarenun Cneundumkauum PezynbTtarh!

Relative density (d 20/20) / OTHocuTenkHas From 1.006 to 1.010/ Ot 1,006 oo 1,010 1,007
nnoTtHocTh (d 20/20)
pH From 5.5t06.5/ 015,500 6,5 59
Osmolality / OcmonsanbHocTL From 270 to 330 mOsmol/ kg /

Ot 270 go 330 mOcmonb/kr 283 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %. Complies / CooTBeTcTBYET
Weight / CpeaHas Mmacca fo3bi v Uniformity of dose weight: mean dose weight
OAHOPOAHOCTb MacChl A03bl +25%.

Max. 2 from 10 doses >125% from mean dose

weight.

But always <+ 35 % from mean dose weight. /
CpegHsia macca fosbl: 45 mr+ 15 %.
OpHOpOAHOCTL Macchl A03bl: CPeaHsast macca go3sl
+25%.

He 6onee 2 n3 10 pos > +25 % ot cpegHen macchl
Do3bl.

Ho ecerga <+ 35 % ot cpegHei Macch! go3bl.

Related Substances / PoactBeHHble
npumecu

Impurity A (Hydrolysis product) / MNpumece A
(NpoayKT rugponusa)

Impurity ZP-1 / MNpumecb ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit

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

Individual unidentified impurity / EauHuuHas

o o . .
HENAGHTUGNLMPOBAHHAS NPUMECH Not more than 0.1 %. / He 6onee 0,1 %. < Detection Limit
Total impurities/ Cymma npumeceit Not more than 1.2 %. / He 6onee 1,2 %. < Detection Limit
Assay / KonuyecTBeHHOe onpegeneHune

Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 502 pg/mL
OkcrMeTasonuHa ruapoxnopua, hydrochloride/ O1 475 no 525 mkr/mn

OKCMeTasoNIMHa rngpoxnopuaa.

Benzalkonium chloride / BeHsankorus From 45 to 65 pg/mL of benzalkonium chloride/ Ot 49 pg/mL
xnopuva 45 no 55 mkr/mn 6eHsankoHust xnopuga
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SOFARTMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A FTOTOBOIO NMNPOOYKTA

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

Ha3nBuH® cnpei HasanbHbIW J03MPOBaHHbLIA 22,5 mkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHWU KOf, MPOAYKTA: 704534

BATCH Ne / MAPTUA Ne /: 30765

MANUFACTURE DATE: / ATA U3rOTOBJIIEHUS: 06/2023

C.A/ CEPTUOUKAT AHATNU3BA: 3600/23

ANALYTICAL PROC. N°: / MTPOTOKON AHATIU3A Ne: SRAS-9WACU6.4

EXP. / CPOK rOAHOCTMU: 06/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHWK METOOOB AHAJNU3A: Normative documentation / HopmatueHasi

AokymetTtauus 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOJ NMPOAYKTA KIIMEHTA: 81775840

API NAME / HAMMEHOBAHWUE ®APMALIEBTUYECKOW CYECTAHLMK: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOW CYBECTAHLUMU: 23010347

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENS ®APMALIEBTUMECKOW CYECTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIMK: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneumdmkauum Pesynbrathl
Microbial purity / Mukpo6uonornueckas ) <1 CFU/ mi
yucToTa Not more than 10" CFU /ml/
Total aerobic microbial count (TAMC) / O6wee He 6onee 102 KOE/mn
YUCIO a3pobHLIX MUKPOOPraHU3MoB
Total combined yeast and molds count <1 CFU/ml

(TYMC)/ O6Liee 4ncno apoxckeBbIX v
naecHeBbIx rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 10" CFU /ml /
He 6onee 10' KOE/mn

Absence in 1 ml/ OTcyTctBUEe B 1 Mn
Absence in 1 ml/ OTcyTcTBUE B 1 MN

Absent / OtcyTcTeyloT
Absent / OTcyTcTBYIOT

Package / Ynakoeka

10ml (at least 143 doses / vial) in class llI
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 mexHee 143 nos
BO hnakoHe) npenapaid Bu (IIAKOH KOPUYHEBOTO
ctekna Il rugponuTudeckoro  knacca ¢
O03UPYIOLMM YCTPONCTBOM W3 MONWU3TUNEHa U
HepXaBeloLen CTanu 1 3alUTHON KpbILLKoii, Mo 1
thnakoHy BMECTE C UHCTPYKLWEN NO NPUMEHEHMIO
B NauKy KapTOHHYIO.

Complies / CootsetcrayeT

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUU C HOPMATUBHON AOKYMEHTaUMeEN,

Complies / CooTsetctayer

Storage / XpaHenue: At temperature below 25°C. / Mpu TemnepaType He Bbiwwe 25°C.

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

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTIU3A FOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnpeil Ha3anbHbIW JO03MPOBaHHLINA 22,5 mkriao3a Poccua /

ARTICLE CODE / BHYTPEHHUW KOJ MPOAYKTA: 704534 BATCH Ne / NTAPTUA Ne /: 30765
MANUFACTURE DATE: / JATA U3FOTOBNEHWA: 06/2023 C.A /| CEPTU®UKAT AHAJTIN3A: 3600/23
ANALYTICAL PROC. N°: / TTIPOTOKOJT AHAITU3A Ne: SRAS-9WACUG6.4 EXP./ CPOK TrOQHOCTW: 06/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UICTOYHUK METOAOB AHANWU3A: Normative documentation / HopmaTtusHast
JokymenTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOA MPOQYKTA KITUEHTA: 81775840

API NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBCTAHLIUMM: 23010347

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOONTENA ®APMALIEBTUMECKOWN CYECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA PAPMALEBTUYECKON CYECTAHLIUWU: Germany

REMARKS / NMpumeyaHue:
The Product conforms to ND/
Mpoaykr coorsercTByeT TpeboaHnam HI

BATCH REMARKS / lNpumeyanue gns 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. / JaHHbiM CBUAETENLCTBYIO, YTO AAHHAA nNapTus nposepeHa B
COOTBETCTBUU C paspelleHNemM Ha MapKeTUHr 1 EBpOnenckMM pyKOBOACTBOM MO Hajnexallend npou3BOACTBEHHON
npakTuKe ans nekapcTBEHHbLIX NPOAYKTOB.

A il
ANALIST / AHanutuk DECISION / 3akntoueHme: /kg) q’\,\puiéd
Miguel Rocha DATE / fata: %/ 7 /?D?%
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULIO: 0-
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