SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATIU3A TOTOBOIO NPOAOYKTA

PRODUCT / MPOAOYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3nBuH® cnpen Ha3anbHbLIN [O3NPOBaKHHbIK 22,5 mKkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWW KOQ, NPOOYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45174
MANUFACTURE DATE: /| ATA U3rOTOBINEHUA: 09/2024 C.A/ CEPTU®UKAT AHATN3A: 5002/24
ANALYTICAL PROC. N°: / MPOTOKOIT AHAITU3A Ne: SRAS-9WACUG.4 EXP./CPOKIrOOHOCTW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHAJIM3A: Normative documentation / HopmaTtusHas
aokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOO NPOAYKTA KMUEHTA: 81775840

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBECTAHLIMMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOWN CYBCTAHLIUW: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA PAPMALIEBTUMECKOW CYECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / B
CTPAHA NPON3BOOUTENA ®APMALUEBTUYECKOW CYECTAHUWWU: Germany

TESTS SPECIFICATIONS RESULTS
MNoka3zaTenu Cneundumkauum PesynbTarbl

Transparent or almost transparent, almost colorless
to light yellow solution. / MpospayHbIi UNK No4TK
npoapayHblil pacTeop oT noutu GecusetHoro go | Complies / CooteeTcTByeT
cnabo-xenToro LpeTa.

Description/ OnucaHue

Identity/ MoanuHHOCTL Retention time of the main peak in the | Complies/ CooTBeTcTByeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTazonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems ypepxvBaHWS  OCHOBHOFC NWKa Ha
XpomaTorpamMmme MCrbITYEMOr0 pacTBopa AOIKHO
COOTBETCTBOBATL BpEMEHM yAepxuBaHus
OCHOBHOrO NKa Ha Xxpomartorpamme CTaH4apTHOro
pacTtsopa OoKcMMeTasonuHa rMapoxnopuaa,
NONy4YeHHON NPY KOMUYECTBEHHOM ONpeaerneHnN.

Retention time of the main peak in the Complies / CooTBeTtcTBYyET
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. / Bpewms
yAEepX1UBaHUsi OCHOBHOTO MNWKa Ha XxpoMaTorpamme
MCMbITYEMOro pacTBopa AOMKHO COOTBETCTBOBATb
BpEMEHW YAEPXUBAHUSI OCHOBHOIO nNWKa Ha
XpomaTorpammve CTaHAapTHOro pacTtBopa
bGeH3ankoHWa  xnopuaa,  MONy4YeHHoW  npu
KONMYECTBEHHOM OnpeaeneHnm.

Benzalkonium chloride / BeH3ankoHust
xnopug

Clarity / Npo3payHocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuus .
npenapaTa He AOIXHa npeBbilaTh onanecueHumio | Complies / CooteTcTayeT
aTanoHa cpapHeHus |,

Color of solution / iBeTHOCTL pacTBOpa The product should be not more colored than Complies / CooTBeTtcTBYET
reference solution Y7. / Mpenapat ponkeH ObiTb
oKpalleH He Boree MHTEHCUBHO, Yem 3TasnoH Y.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAOYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpen Ha3anbHbIA AO3MPOBaHHbIW 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOJ, MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45174
MANUFACTURE DATE: / JATA N3rOTOBNEHUA: 09/2024 C.A/ CEPTU®UKAT AHAIIU3A: 5002/24
ANALYTICAL PROC. N°: / MIPOTOKON AHAI3A Ne: SRAS-9WACU6.4 EXP./ CPOK FrOOHOCTW: 08/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOOB AHAMWU3A: Normative documentation / HopmaTusHas
aokymenTauus N1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWU KOJ MPOAYKTA KIUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMN: Oxymetazoline Hydrochloride

AP1 BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLMM: 24010263

API MANUFACTURER NAME / .
HAMMEHOBAHWE NPON3BOAUTENA ®APMALIEBTUHMECKOW CYBECTAHLIWW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEEBTUYMECKOWU CYECTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MNokaszartenu Cneundukauumn Pe3ynbTaThl

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ O1 1,006 oo 1,010 1,008
nnotHocThk (d 20/20)
pH From5.5t06.5/015,5006,5 5.9
Osmolality / OcmonsinsHOCTb From 270 to 330 mOsmol/ kg /

Ot 270 po 330 mOcmonb/kr 277 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg 15 %. Complies / CootBeTcTBYET
Weight / CpeaHas Macca gosbi 1 Uniformity of dose weight: mean dose weight
OOHOPOAHOCTL Macchbl 4O3bI +25 %.

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

weight.

But always <+ 35 % from mean dose weight. /
CpegHsas Macca Joabl: 45 Mr+ 15 %.
OnHOPOAHOCTE Macchl 403bl: CpeaHsist Macca A03bl
+25 %.

He bonee 2 u3 10 po3 > +25 % oT cpeaHen maccbl
[o3bl.

Ho Bceraa <+ 35 % oT cpeaHel Mmacchl A03bl.

Related Substances / PoactBeHHble
npumecu o o

Impurity A (Hydrolysis product) / Moumecs A Not more than 0.5 %. / He 6onee 0,5 %. <LD
(npoaykT rugponuaa)

Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. <LD

Individual unidentified impurity / EanHudHas

[s] 0,
HEMAEHTUDMUMPOBAHHES MPUMECH Not more than 0.1 %. / He 6onee 0,1 %. <LD
Total impurities/ Cymma npumeceit Not more than 1.2 %. / He 6onee 1,2 %. <LD
Assay / KonuyecTtBeHHOe onpegeneHue
Oxymetazoline hydrochloride / From 475 to 525 pyg/mL of oxymetazoline 502 pg/mL
OkcrvmeTasonuHa ruapoxnopusg, hydrochloride/ Ot 475 no 525 mxr/mn

OKCUMeTasonnHa rngpoxnopunaa.

Benzalkonium chloride / BeHaankoHus From 45 to 55 ug/mL of benzalkonium chloride/ Ot 54 pg/mL
xnopua 45 go 55 mkr/mn 6eH3ankoHusa xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJNTU3A TOTOBOIO NPOOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpei HasanbHbIA A03MPOBaHHbIW 22,5 mkr/no3sa Poccus /

ARTICLE CODE / BHYTPEHHUI KOl NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45174
MANUFACTURE DATE: / AATA U3TOTOBINEHWA: 09/2024 C.A/ CEPTUDUKAT AHATIN3A: 5002/24
ANALYTICAL PROC. N°: / MPOTOKON AHANN3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOOHOCTW: 08/2027

ANALYTICAL REFERENCE / PEQEPEHTHbI® UICTOYHUK METOQOB AHANWU3A: Normative documentation / HopmaTtueHas

nokymeHtauns I N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KIMUEHTA: 81775840

API NAME / HAMUMEHOBAHWUE ®APMALIEBTUYECKOW CYECTAHLIMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPV ®APMALIEBTUYECKOW CYBCTAHLIUK: 24010263

API MANUFACTURER NAME /

HAMMEHOBAHWE NPON3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLUMUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / B
CTPAHA NMPOU3BOOUTENA ®PAPMALEEBTUMECKOU CYBCTAHUWUU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneundukauum PesynbTraTthl
Microbial purity / Mukpo6uonoruueckas ) <1 CFU/ml
YyucToTa Not more than 10 CFU /ml /
Total aerobic microbial count (TAMC) / Obwiee He 6onee 10° KOE/mn
YNCNo aspoBHLIX MUKPOOPTraHNaMoB
Total combined yeast and molds count Not more than 10" GEU /ml / <1 CFU/ml

(TYMC) / Obuyee unMcno ApodcKeBLIX U

p
nnecHesbIX rpubos He Gonee 10 KOE/mn

Absent/ OTtcyTtcTayloT

Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBre B 1 Mn

Staphylococcus aureus Absence in 1 ml/ OTcyTcTBrE B 1 Mn Absent / OtcyTcTayioT

Pack 1y 10ml (at least 143 doses / vial) in class Il Complies / CooTseTctayeT
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 go3
BO chnakoHe) npenapaTta Bo riakoH KOPUHHEBOTO
crekna Hl  rmgponutuyeckoro  knmacca c
[O3MPYIOWIMM YCTPONCTBOM K3 MONUITUMEHA U
HepxagetoLen cTanu 1 3atmMTHORN KpbIWKor. 1o 1
NakoHy BMECTE C UHCTPYKUMEN NO NPUMEHEHMIO
B NayKy KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUN C HOPMATUBHON JOKYMEHTaLMEN,

Complies / CooTsetctayer

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temnepatype He Boilue 25°C.

Shelf life / Cpox roaHocTu: 3 years (-1 month) / 3 roga (-1 mecau)
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A TOTOBOTO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3nBuH® cnpeit Ha3anbHbI# 403MpoBaHHbIW 22,5 Mkr/ao3a Poccua /

ARTICLE CODE / BHYTPEHHUW KOL MPOOYKTA: 704534 BATCH Ne / NAPTUA Ne /: 45174
MANUFACTURE DATE: / HATA U3rOTOBNEHWA: 09/2024 C.A /| CEPTU®UKAT AHANNU3A: 5002/24
ANALYTICAL PROC. N°: / [IPOTOKOI AHAIIU3A Ne: SRAS-9WACUG.4 EXP./ CPOK FOOHOCTM: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOLROB AHAINWU3A: Normative documentation / HopmaTneHas
nokymeHTauma M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWWA KOA, NPOOYKTA KIMUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHLIUA: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIMMN: 24010263

APl MANUFACTURER NAME / 5
HAMMEHOBAHWE NPON3BOAUTENA ®PAPMALEEBTUMECKOWN CYBCTAHLIUWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE APl / .
CTPAHA NPON3BOOUTENA ®APMALIEBTUYECKOU CYBCTAHUWUN: Germany

REMARKS / lNpumeyaHue:
The Product conforms to ND/
MpogyxT cooteeTcTBYET TpebosaHuam HJ

BATCH REMARKS / lNpume4yaHue 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 AaHHasA napTua NpoBepeHa B
COOTBETCTBUM C paspelleHueM Ha MapkeTuHr u Esponelfickum pyKOBOACTBOM MO Haanexallen Npovu3BOACTBEHHOM
npakTuke ANs fiekapCTBEHHbIX MPOAYKTOB.

/
ANALIST / AHanuTuk DECISION / 3akniouetue: //)p w2
Debora Almeida DATE/ flata: | 4 //” /Z@Z.{
M. Ines Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NULO:

/
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