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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINMU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3nBuH® cnpe#t HazanbHbLIW 4O03UPOBaHHLIN 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUM KOO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 55286
MANUFACTURE DATE: / OATA U3FOTOBREHUA: 03/2025 C.A/ CEPTUOUNKAT AHANN3A: 1559/25
ANALYTICAL PROC. N°: / TIPOTOKON AHAJNN3A Ne: SRAS-9WACU6.5 EXP./ CPOK rOOHOCTMU: 02/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHUK METOOOB AHAJIN3A: Normative documentation / HopmaTusHasi
AokymenTauusa M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ NMPOOYKTA KIUEHTA: 81775840

API NAME /| HAMMEHOBAHUWE ®APMALIEBTUMECKOW CYBECTAHLMUU: Oxymetazoline Hydrochioride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOWN CYBCTAHLIUN: 24090271

APl MANUFACTURER NAME / j
HAMMEHOBAHWE NPOU3BOAUTENA ®PAPMALEBTUYMECKOU CYECTAHLWUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE APl / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYECTAHUWUN: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTternu Cneuudmkauum Pe3ynkTaTtbl

Transparent or almost transparent, almost colorless
to light yellow solution. / Npo3payHbliA AU No4TH
Npo3payHbIil pacTeop oT noutn GecuseTHoro o | Complies / Cooteetctayet
cnabo-xenToro LBeTa.

Description/ OnucaHue

Identity/ NopgnuHHOCTL Retention time of the main peak in the | Complies/ CooTeeTcTByeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxkcumeTasonuHa rugpoxnopug, with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems ydepxuMBaHUsSi OCHOBHOIO nNuka Ha
XpomMaTorpaMme UCMbLITYEMOro pactBopa LOITKHO
COOTBETCTBOBATH BpeMeHM yaepXKuBaHus
OCHOBHOrO NuKka Ha XpomaTtorpamme cTaHaapTHOro
pactsopa oKCcMMeTasonuHa ruapoxnopuaa,
Nosy4eHHON Nnpu KONMYECTBEHHOM ONpPeaeneHuu.

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
yAEpXUBaHUSI OCHOBHOIO MNWKa Ha XpoMaTorpamme
MCMbITYEMOro pacteopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXWBAHUA OCHOBHOIO NWKa Ha
xpomarorpamme CTaHAapTHOro pactsopa
GeHzankoHUs  xnopuza,  MonydeHHOW  npu
KONUYECTBEHHOM OnpeaeneHum.

Benzalkonium chloride / BeHzankoHusn
xropug,

Clarity / Mpo3spayHocTb The product should be not more opalescent

than reference suspension . / OnanecueHuus )
npenapara He foMkHa npesbilLaTh onanecueHumio | Complies / CootseTtcTByeT
3TanoHa cpasHeHus |.

Color of solution / LieTHocTb pacTBOpa The product should be not more colored than
reference solution Y7. / MNpenapaT gonxeH 6bITb

Complies / CooTeeTcTBYET
oKpalleH He Gonee MHTEHCUBHO, YeMm 3TasloH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOOYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia/
Ha3ueuH® cnpei HazanbHbI JO3MPOBaHHLIA 22,5 Mkr/ano3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KO, MPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 55286
MANUFACTURE DATE: / AATA U3rOTOBNEHWUA: 03/2025 C.A/ CEPTU®UKAT AHAJTU3A: 1559/25
ANALYTICAL PROC. N°: / TPOTOKO/T AHANN3A Ne: SRAS-9WACU6.5 EXP./ CPOK rOOQHOCTMU: 02/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOQOB AHANWU3A: Normative documentation / HopmatueHas
AokymenTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NMPOQYKTA KITUEHTA: 81775840

API NAME / HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLIMU: 24090271

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALEBTUYECKOW CYBCTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOONTENA ®APMALIEBTUYECKOU CYBCTAHLUU: Germany

TESTS SPECIFICATIONS RESULTS
Mokazarterun Cneundukaumm PesynbTaThl

Relative density (d 20/20) / OTHocutenbHas From 1.006 to 1.010/ O1 1,006 go 1,010 1.008
nnotHocTb (d 20/20) ’
pH From 5.5t06.5/015,5 006,5 5.9
Osmolality / OcmonsanbHoCcTb From 270 to 330 mOsmol/ kg /

Ot 270 po 330 mOcmonb/kr 281 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %.
Weight / CpegHsisa macca go3bl n Uniformity of dose weight: mean dose weight
OO4HOPOAHOCTb MAacChl OO3bl +25 %.

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

weight.

But always <+ 35 % from mean dose weight. /

CpepHsist macca 403bl: 45 mr+ 15 %. Complies / CooTtBeTcTBYET

OpHopoAHOCTE MacChl A03bl: CpegHAS Macca [03bi

125 %.

He Gonee 2 u3 10 po3 > +£25% ot cpeaHen macchi

[O03bl.

Ho Bceraa <+ 35 % oT cpegHen macchbl A03bl.

Related Substances / PoactBeHHbIe

npumecu

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

(npoaykT rugponusa)

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

Individual unidentified impurity / EanauyHas Not more than 0.1 %. / He 6onee 0,1 %. <LD

HengeHTUdMLMpoBaHHas NPUMECh

Total impurities/ Cymma npumeceti Not more than 1.2 %. / He 6onee 1,2 %. <LD

Assay / KonuyecTtBeHHOe onpegeneHue

Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline

OxkcumeTasonuHa ruapoxnopug hydrochloride/ OT 475 po 525 mxr/mn 501 pg/mL
OKCUMETAa30MNMHa ruapoxsiopuaa.

Benzalkonium chloride / Gensankonus From 45 to 55 pg/mL of benzalkonium chloride/ Ot

xnopwa 45 po 55 mkr/mn GeH3ankoHua xnopuaa 49 pg/mL
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FrOTOBOIO NPOAOYKTA

PRODUCT / IPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpei HasanbHbIK 0O3MPOBaHHbIN 22,5 Mkr/ao3a Poccusn /

ARTICLE CODE / BHYTPEHHWUW KOQ NPOAYKTA: 704534 BATCH Ne / NTAPTUA Ne /: 55286
MANUFACTURE DATE: / BATA U3TOTOBNEHUA: 03/2025 C.A/ CEPTUOUKAT AHAINU3A: 1559/25
ANALYTICAL PROC. N°: / MPOTOKON AHAJIN3A Ne: SRAS-9WACU6.5 EXP. / CPOK TrOOHOCTM: 02/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIW UCTOYHUK METOOOB AHAIN3A: Normative documentation / HopmaTtusHas

AokymeHTaumsa 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO, NMPOOYKTA KIUEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLINKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUW: 24090271

APl MANUFACTURER NAME /

HAUMEHOBAHWE NMPOU3BOAUTENA ®APMALIEBTUMECKOW CYBECTAHLINMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIMA: Germany

TESTS SPECIFICATIONS RESULTS

MokasaTtenu Cneundmkaumm PesyneTtathl
Microbial purity / Mukpobuonorudeckas
yucroTa
Total aerobic microbial count (TAMC) / Obwee Not more than 10> CFU /ml / <1 CFU/mI
4Yncro aspobHbIX MUKPOOPraHM3MOB 2
Total combined yeast and molds count He Gonee 10 KO1E/ sl
(TYMC) / Obluee 4ncno ApOXOKEBLIX 1 Not more than 10° CFU /ml/ <1 CFU/ mi
nnecHesbix rpuGos He 6onee 101 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTue B 1 Mn Absent / Otcytcreyior
Staphylococcus aureus Absence in 1 ml/ OTcyTcTBME B 1 Mn Absent / OtcyTetaytoT

10ml (at least 143 doses / vial) in class Il
Package / 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 o3
BO (bnakoHe) npenapaTta Bo hnakoH KOPUHHEBOTO
crekna Il rugponuTMyeckoro knacca C
A03VpYIOWNUM  YCTPOWCTBOM M3 MOMUITUNEHA U
HepXaBeLLen CTanm 1 3aLMTHON KpbilKon. Mo 1
dnakoHy BMeCTe C MHCTPYKLMEN MO NPUMEHEHUIO
B NAYKy KapTOHHYIO.

Complies / CooTsetctayet

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHOWN [OKYMeHTauuen.

Complies / CooTtsetctByeT

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

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roaa (-1 mecsiL)
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, SA.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A TrOTOBOIO NMPOOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpen Ha3ankHbIi AO03MPOBaHHLIA 22,5 Mkr/ao3za Poccus /

ARTICLE CODE / BHYTPEHHWUW KOA MPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 55286
MANUFACTURE DATE: / JATA U3rOTOBNEHWUA: 03/2025 C.A /| CEPTUO®UKAT AHAJIN3A: 1559/25
ANALYTICAL PROC. N°: / NPOTOKOIN AHAINU3A Ne: SRAS-9WACUB.5 EXP. / CPOK FrOOHOCTMU: 02/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIN MCTOYHMK METOLOOB AHANWU3A: Normative documentation / HopmaTtusnast
AokymenTtaums 1 N0O13921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWU/A KOA MPOAYKTA KITUEHTA: 81775840

APl NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOMN CYBECTAHLIUU: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBECTAHLUU: 24090271

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUMECKOW CYECTAHLINMN: Siegfried PharmaChemikalien Minden

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

REMARKS / MpumeuaHue:
The Product conforms to ND/
MpoaykT cooTBeTcTBYET TpeboBaHusm HL

BATCH REMARKS / NMpumeuaHue gansi cepun: 7

Hereby | certify that this ot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / [JaHHbIM CBUAETENbCTBYIO, YTO A@HHAs NapTusi MpoBepeHa B
COOTBETCTBUM C paspelleHMem Ha MapkeTMHr u EBponeickum pyKOBOACTBOM MO Hagnexallen Npon3sBo4CTBEHHOW
npakTuke AN NeKapCTBEHHbIX NPOAYKTOB.

4.
ANALIST / AHanuTuk DECISION / 3akniouenue: /Y pjfcevs <

Sonia Chainho DATE / flara: 2y /6 % / ZOZ rﬂ
M. Ines Ribeiro QUALIFIED PERSON / OTBeTCcTBEHHOE ML 0:
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