SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINTU3A TrOTOBOIO NMPOOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pug /dose Russia /
Ha3nBuH® cnpei HaszanbHbIA [O3UPOBaHHbIA 22,5 Mkr/go3a Poccua /

ARTICLE CODE / BHYTPEHHWW KOL, MPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 45024
MANUFACTURE DATE: / AATA U3rOTOBNEHWA: 07/2024 C.A/ CEPTUOUKAT AHANWU3A: 4607/24
ANALYTICAL PROC. N°: / IPOTOKON AHAINMN3A Ne: SRAS-9WACU6.4 EXP./ CPOK FrOOHOCTM: 06/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmaTtueuas
aokymeHTaums [ N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KO NPOAYKTA KINMUEHTA: 81775840

API NAME / HAUMEHOBAHUWE ®APMALIEBTUMECKOW CYBECTAHLIMKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUYU ©®APMALIEBTUYECKOW CYECTAHLIMU: 23120292 / 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA PAPMALIEBTUYECKOU CYBCTAHLIUWN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAWUTENA ®APMALIEBTUYECKOU CYBCTAHLUWWU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundukauum Pe3ynbrarhl

Relative density (d 20/20) / OTHocuTenkHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1,007
nnotHocThb (d 20/20)
pH From55t06.5/075,5806,5 59
Osmolality / OcmonsinbHOCTL From 270 to 330 mOsmol/ kg /

Ot 270 po 330 mOcmonb/Kr 283 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %. Complies / CooTtBeTcTByeT
Weight / CpegHss macca fo3bl U Uniformity of dose weight: mean dose weight
OAHOPOAHOCTbL Macchbl 403bl +25%.

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

weight.

But always = x 35 % from mean dose weight. /
CpeaHsas macca ao3sel: 45 mr+ 15 %.
OpHopoAHOCTE Macchl 403bl: CpeaHss macca A03bl
+25%.

He 6onee 2 n3 10 gos > +25 % oT cpeaHent Maccel
003bl.

Ho Bceraa <+ 35 % oT cpegHeln Macchbl 4O3bI.

Related Substances / PoacTBeHHble
npumecu

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

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

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

Individual unidentified impurity / EaununuHas

0, 0,
HEWAEHTUULMDOBAHHES NIPUMECh Not more than 0.1 %. / He 6onee 0,1 %. <LD
Total impurities/ Cymma npumecen Not more than 1.2 %. / He 6onee 1,2 %. <LD
Assay / KonuvectBeHHOe onpegeneHue
Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 500 pg/mL
OxkcnmeTasonuHa rugpoxnopug, hydrochloride/ OT 475 go 525 mkr/mn

OKCuUuMeTasonuHa rmngpoxnopuaa.

Benzalkonium chloride / BeHsankoHua From 45 to 55 ug/mL of benzalkonium chloride/ Ot 48 pg/mL
xnopuz, 45 po 55 mkr/mn GeHsankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNTIM3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 yg /dose Russia /
Ha3uBuH® cnpe# HasanbHLIA 403UPOBaHHLIN 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUWA KOA NMPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45024
MANUFACTURE DATE: / DATA U3rOTOBINEHWUA: 07/2024 C.A/ CEPTUOUKAT AHAITU3A: 4607/24
ANALYTICAL PROC. N°: / NIPOTOKOJ1 AHAJTU3A Ne: SRAS-QWACUG6.4 EXP./ CPOK rOAHOCTMW: 06/2027

ANALYTICAL REFERENCE / PE®EPEHTHBIM UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatusHas
AokymeHTauus 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOA, NMPOAYKTA KIMUEHTA: 81775840

API NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMKU: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLN: 23120292 / 24010263

APl MANUFACTURER NAME / )
HAMMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUYECKOU CYECTAHLIUWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOWNTENA ®APMALEBTUYECKON CYBECTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuundunkaumm PezynbraTthbl

Transparent or almost transparent, almost colorless
to light yellow solution. / Mpo3spayHbIA UK NoYTA
npo3payHblit pacteop oT noutu GecuseTtHoro go | Complies / CootBeTcTByeT
cnabo-xenToro useTa.

Description/ OnucaHue

Identity/ MopgnuHHOCTL Retention time of the main peak in the | Complies/ CooTBeTcTBYyeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OKcumMeTasonuHa ruapoxropua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
BpeMa yaepXuBaHWst OCHOBHOMO MNUKa  Ha
XpomMaTorpaMMe WUCNbITYEMOro pacteopa JOMKHO
COOTBETCTBOBATbL BPEMEHM yAepXKuBaHus
OCHOBHOrO NMKa Ha Xpomartorpamme CTaHaapTHOro
pacTteopa OKCYMETa30nuHa rugpoxnopuaa,
MOSTy4EeHHOW NpY KONMMYECTBEHHOM ONpeaeneHny.

Retention time of the main peak in the | Complies/ CooTBeTcTByeT
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
yAepXuBaHUs OCHOBHOIO NUKa Ha xpomartorpamme
UCMbITYEMOFO PacTBOPa AOMKHO COOTBETCTBOBATHL
BPEMEHN YOEPXMBAHWSA OCHOBHOMO NMKa Ha
xpomaTorpamme cTaHgapTHOro pacteopa
OeH3ankoHwWs  xnopuaa,  MNOMy4YeHHoOAW  npu
KONUYECTBEHHOM OnpeaeneHuu.

Benzalkonium chloride / BeHzankoHus
xnopug

Clarity / Mpo3spa4HocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuus ]
npenapaTa He AorXHa npesbiaTh onanecueHumio | Complies / Cootserctayet
3TanoHa cpaBHeHus |.

Color of solution / LiBeTHOoCTEL pacTBOpa The product should be not more colored than Complies / CooTeeTcTBYET
reference solution Y7. / MNpenapaT gonxeH GbiTb
OKpalleH He Bornee MHTEeHCUBHO, YEM 3TaroH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANN3A TOTOBOIO NMPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3nBuH® cnpein Ha3anbHbLIA [O3MPOBaHHLIW 22,5 mkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHUI KOQ NPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 45024
MANUFACTURE DATE: / AATA NU3rOTOBINEHUA: 07/2024 C.A/ CEPTU®UKAT AHANNU3A: 4607/24
ANALYTICAL PROC. N°: / TIPOTOKON AHATU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOAHOCTW: 06/2027

ANALYTICAL REFERENCE / PE®EPEHTHbI UCTOYHUK METOOOB AHAINU3A: Normative documentation / HopmaTtueHas
nokymentaums [1 NO13921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUIX KOf MPOQYKTA KIMMEHTA: 81775840

API NAME / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYBECTAHLIMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOW CYBCTAHLWN: 23120292 / 24010263

API MANUFACTURER NAME / .
HAMMEHOBAHUWE NMPOV3BOAUTENA ®APMALIEBTUYECKON CYECTAHLIUK: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYECTAHUWUW: Germany

TESTS SPECIFICATIONS RESULTS

MokazaTtenu Cneuudmkauum PezynbTarhl
Microbial purity / Mukpo6uonoruyeckas 5 <1 CFU/ml
yucToTa Not more than 10~ CFU /ml /
Total aerobic microbial count (TAMC) / O6bwee He 6onee 10° KOE/mn
4rcno aspobHbIX MUKPOOPTraHN3MOB
Total combined yeast and molds count 1 <1 CFU/ml
(TYMC) / O6Luee 4ncno gpoxoKeBbIX 1 o mare tha? Lty
nnecHeBbIX rpuboB He Gonee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 mi / OTcyTtctane B8 1 Mn Absent / OtcyTcTayioT
Staphylococcus aureus Absence in 1 ml/ OTcytctue 8 1 Mn Absent / OtcyTctayioT
Pack Yy 10ml (at least 143 doses / vial) in class Il Complies / Cootsetctayer

ACKagsy MiNaKoBKa 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 po3
BO donakoHe) npenapaTa BO hnakoH KOPUYHEBOTO
crekna |l mmgponuTuyeckoro  kmacca C
A03MPYIOWMM YCTPOMNCTBOM M3 MONUITWNEHA U
HepxxaBeroLlen cTanu 1 3alMTHOW Kpbiwkoi. Mo 1
hrakoHy BMeCTe C MHCTPYKUMER NO NPUMEHEHWO
B NayKy KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B GBIl eSTACOSREEY Si

COOTBETCTBUM C HOPMATUBHOMN ZOKYMEHTALUMNENR.

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temnepartype He Bbiwe 25°C.

Shelf life / Cpok roanocTu: 3 years (-1 month) / 3 roga (-1 mecaw)
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A FOTOBOIO NPOOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuMH® cnpe# HaszanbHbLIW 003MPOBaHHbLIA 22,5 Mkr/ao3a Poccua /

ARTICLE CODE / BHYTPEHHUM KO MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45024
MANUFACTURE DATE: / JATA U3rOTOBNEHWA: 07/2024 C.A/ CEPTU®UKAT AHANN3A: 4607/24
ANALYTICAL PROC. N°: / TIPOTOKON AHAITN3A Ne: SRAS-9WACUG6.4 EXP. / CPOK TrOOHOCTW: 06/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatusHas
aokymeHTtauma M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO NMPOOYKTA KIMEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHUWUKU: Oxymetazoline Hydrochloride

AP!1 BATCH NUMBER / HOMEP CEPUWA ®APMALIEBTUYECKOW CYBCTAHLIUMK: 23120292 / 24010263

APl MANUFACTURER NAME / .
HAMMEHOBAHUWE NPOU3BOAUTENA ®APMALEBTUYECKOW CYBCTAHLINW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENA ®APMALEBTUYECKOWU CYECTAHLWUN: Germany

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cooteeTcTBYET TpebosaHusam HL

BATCH REMARKS / NpumeyaHue ans cepuum:

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 CBMAETENbLCTBYIO, YTO AaHHas NapTus NpoBepeHa B
COOTBETCTBMU C paspelueHNeM Ha MapkeTWHr 1M EBponeickum pyKoBOACTBOM NO Hagnexauei npousBOACTBEHHON
npakTVKke ANS NeKkapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk DECISION / 3akntoueHue: %Q)Qd’
Sonia Chainho DATE / fDara: {q[oo' ; \Q

Beatriz Sousa QUALIFIED PERSON / OTBeTCTBeHHoe nuuo:
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